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Foreword
Major amputation is one of the most destructive
complications of diabetes and regrettably the
number of major lower limb amputations in
diabetes continues to rise. Seven-thousand
nine-hundred and fifty-seven (7957) major
diabetic lower limb amputations were reported
in England between 2017 to 2020. Furthermore,
the cost of health care for ulceration and
amputation in diabetes has been estimated
at almost one billion pounds per year.
Since 2013/14, there has been a growth in the
volume and value of clinical negligence claims
involving patients with diabetes-related lower
limb complications. The majority of claims
have involved patients with a diabetic foot
ulcer who went on to undergo a major lower
limb amputation. Major amputation is a life
changing event for a person with diabetes,
but the tragedy is all the greater if it could
have been prevented. In such circumstances,
at the very least, all possible lessons should be
learnt from the circumstances surrounding such
amputations and patient safety improved.
This is an excellent thematic analysis of 92 claims
of negligence for lower limb problems involving
patients with diabetes. The claims were analysed
using qualitative analysis to identify recurrent
clinical themes. Such analyses have shown
recurrent themes of unacceptable delays in
diagnosis and referral to a specialised care. It
is now accepted that in the practice of modern
diabetes care the Multidisciplinary Diabetic
Foot Team (MDFT) can reduce amputations and
the report regrets the “absence of integrated
multi-disciplinary care despite multiple
disciplines being involved”. The report has
made important comments on how the MDFT
should function and stresses that “it needs to
oversee foot care and just not input care”.

2

This report highlights shortcomings in diabetes
foot care in England. It should be compulsory
reading for those who are involved with
care of the person with diabetes including
healthcare professionals, commissioners and
policy makers. There must be learning from
the diabetes-related lower limb amputations
analysed in this report and a thorough
appreciation of why they occurred. Amputation
is not an inevitable progression of lower limb
pathology. Healthcare professionals need to
increase their understanding of the sequence
of events that leads to amputation, learn and
then practise the skills to intervene to halt
the downward spiral to major amputation.

I am pleased to share with you our review
of clinical negligence claims relating to
diabetes and lower limb complications.

The report makes recommendations to improve
patient care and proposes certain standards
which should be put into practice and regularly
audited. By this means, it is hoped that the
preventable loss of limbs due to diabetes be
reduced and the trend to the increasing number
of major amputations in England be reversed.

Occasionally however, things do go wrong,
and when this happens it is important to
be able to reach a fair resolution for the
patients and staff involved. Fair resolution
involves being open and honest with patients,
as well as ensuring lessons are learnt and
the appropriate changes are made.

Michael Edmonds
Consultant Diabetologist,
King’s College Hospital
Honorary Professor of Diabetic Foot
Medicine, King’s College, London

This report looks at claims across England,
involving patients who have diabetes and a
lower limb complication. The themes within
the report cover various aspects of care and
highlights the importance of collaborative
working and coordination across healthcare
systems. Through identifying common issues
within the claims, the review aims to support
the numerous teams and clinicians all working
to drive improvements in patient care.

Diabetes is a lifelong condition that causes a
person’s blood sugar level to become too high.
Diabetes foot problems are serious and can lead
to amputation if untreated. From having high
blood sugar levels, nerve damage can affect
the feeling in feet and damage the circulation,
making it slower for sores and cuts to heal.
The majority of care delivered across the
NHS is safe and effective, with staff members
endeavouring to deliver the best possible
care that they can to all patients.

The majority of patients involved in the claims
progressed to undergo a major lower limb
amputation. It is reported that up to 85%
of amputations are avoidable. Appropriate
recognition of pathology, followed by the
provision of timely care, is important to reduce
amputations and improve patient outcomes.
The report however highlights delays in
recognising the severity of diabetic foot disease,
and subsequent delays in the care provided.
The report’s recommendations are designed to
provide guidance to commissioners, providers
and clinicians to ensure that consistent standards
of care can be provided to all patients with
diabetes and a lower limb complication.
NHS Resolution is grateful for all the support
received during the production of this report.
In particular, thank you to Professor Michael
Edmonds, the English Diabetes Footcare
Network, and the Royal College of Podiatry.
Helen Vernon
Chief Executive Officer,
NHS Resolution
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• Diabetic foot disease (also referred to in the
literature as diabetic foot syndrome or the
diabetic foot) is typically defined as either
infection, ulceration or tissue destruction
of the foot of a patient who has, or has
had, diabetes. This pathology is usually
accompanied by peripheral neuropathy
and or peripheral arterial disease (PAD).(1)
• A diabetic foot ulcer (DFU) as defined by the
International Working Group of the Diabetic
Foot (IWGDF) is: ‘A break of the skin of the foot
that involves as a minimum the epidermis and
part of the dermis’, in a ‘person with currently
or previously diagnosed diabetes mellitus
and usually accompanied by neuropathy
and/or PAD in the lower extremity’.(1)
• Specialist footcare services can refer to both
acute and community-based teams. They
are typically staffed by podiatrists, with
integrated input from orthotists; diabetologists,
microbiologists and general practice physicians;
nurses; vascular, orthopaedic and plastic
surgeons; pharmacists and physiotherapists.
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• The service structure is usually composed
of a foot protection service (FPS), (which
may be referred to as a community
podiatry team) and an acute hospital-based
service. The acute service has regular and
additional multidisciplinary input and may
be referred to as the MDFT (multidisciplinary
footcare teams). Throughout this review,
the reference to specialist footcare input
encompasses both the FPS and MDFT.
• The index event is the event that leads to
the claim. It is the primary pathology that
resulted from the alleged negligent care.
• General practice refers to all clinicians that
work in primary care including general
practitioners (GPs) and practice nurses.
• A major amputation is defined as an
amputation which occurs above the ankle
joint, while minor amputation refers
to those which occur below. Minor
amputation typically refers to the
loss of a digit or part of a foot.
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Chapter 1

Executive summary
NHS Resolution is an arm’s length body of the Department of Health
and Social Care. Our purpose is to provide expertise to the NHS to resolve
concerns and claims fairly, share learning for improvement and preserve
resources for patient care. Annually, NHS Resolution is notified of 11,000
clinical negligence claims with an estimated value of £4.5 billion.
RATIONALE
There is evidence the volume and associated
value of clinical negligence claims involving
patients with diabetes-related lower limb
complications is increasing, with an increase
in settled claims since 2013/14. While attempts
can be made to quantify the rising cost of clinical
negligence claims and the costs associated
with managing this pathology, the significant
human cost is immeasurable. A lower limb
amputation or the loss of normal limb
function is a life-changing event that can
result in insurmountable harm to a patient’s
quality of life(2) and life expectancy.(3)
NHS Resolution has undertaken a thematic
analysis of 92 claims involving patients with
diabetes and a lower limb complication.
All claims included were closed, with a
settlement date post 2018, and involved
an incident that occurred post 2013. The
analysis looked at claims where liability
was admitted, as well as those where it was
denied. In all cases, patients experienced an
undesirable outcome, and sought resolution
through the pursuit of a claim over care
they felt had resulted in avoidable harm.
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AIMS
In England, 7957 major diabetic lower
limb amputations were reported for the
period 2017/18 to 2019/20.(4) A significant
portion of diabetes-related lower limb
amputations are preventable.(5)
In undertaking this review, NHS Resolution
aims to help understand why diabetes-related
lower limb amputations occur, and to help
encourage a learning environment within
the NHS to ensure this understanding can
be readily shared and translated into clinical
improvements and consistent standards of
care. This aligns with one of NHS Resolution’s
key aims which is to learn from incidents of
harm, and to share this learning as widely as
possible to help prevent future harm. This
thematic review aims to identify the common
clinical themes and systems factors that were
apparent in this cohort of diabetes and lower
limb related claims. The aim is not only to
feed this learning back but also to encourage
clinical and governance networks to develop
cultures and practices that facilitate their own
team’s ability to learn from incidents of harm.

METHOD
NHS Resolution’s Claims Management
System (CMS) was searched to identify
relevant closed claims and 352 claims were
identified as appropriate for examination.
This cohort was reduced to 92 by merging
duplicated and linked claims, and by focusing
only on claims settled since 2018/19, and
with an incident year post 2012/13.
RESULTS
Ninety-two claims were reviewed, all involving
patients who had a diagnosis of diabetes.
The majority of claims involved patients who
had suffered with a DFU and went on to
undergo a major lower limb amputation.
Review of the claims highlighted variation
between different services in the way diabetic
foot care is provided, and inconsistencies in
care across stages of the patient pathway.
This was reflected in the way in which diabetic
foot disease was described and managed,
with different clinicians providing different
details, or reaching a different diagnosis for
the same pathology, and using inconsistent
assessments to reach this diagnosis.
In the claims reviewed, patients deteriorated
while waiting for interventions or reviews. This
deterioration, and the overall severity of the
situation, was often not recognised, and the
management plan wasn’t adapted or expedited.
Delays were frequent, and there was a lack of
urgency behind the care provided. The absence
of timely provision of care, coordination of
management, and recognition of inconsistencies
were likely the result of a lack of clarity as
to which clinician or team was directing
care and making management decisions.

The claims showed that having multiple
disciplines involved in a patient’s care did not
necessarily result in integrated, multidisciplinary
team working. The claims highlight the
importance of MDFT oversight, rather than
just input, in being able to provide effective
care to patients with these complex needs.
The lack of symptoms reported by patients
who are at risk of limb loss should not
deter clinicians from acting on the urgency
of treatment interventions required.
The themes identified in the claims were
apparent at every stage of the patient journey
and across all settings from primary care through
to tertiary services. The themes, and how they
influenced different aspects of care will be
discussed further under the following topics:
• Preventative care
• Pathways between primary care and specialist
footcare teams
• Management of diabetic foot disease
• Biomechanics and pressure relief (offloading)
• Emergency department (ED), admission
and discharge
• Management of peripheral arterial disease
• Education and psychological support.
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Chapter 2

Background
INTRODUCTION
Diabetes is a growing epidemic that has become
one of the biggest global health challenges of
the present day.(6) Rising levels of obesity, changes
to lifestyle, and an aging population have all
contributed to the worldwide prevalence of
diabetes, with a prediction that over 640 million
people will have the disease by 2040.(6)
Diabetes is a systemic disease that can
cause many complications, including
retinopathy, nephropathy, neuropathy,
cardiovascular disease and PAD.(7) These
complications can have a significant impact
on a patient’s morbidity and mortality and
result in loss of vision, kidney failure, heart
attack, stroke and limb amputations.(8)
Limb loss is seen as one of the most catastrophic
complications, with mortality rates post
amputation worse than those for most cancers.(3)
Diabetic foot disease, and more specifically a
DFU, typically precedes a lower limb amputation,
with up to 85% of patients who undergo
an amputation having a DFU.(6) The way in
which diabetes affects the lower limb and
feet can be multi-faceted and complex, and
the care that patients receive should reflect
this. Throughout the UK, there is significant
variance in the provision of footcare(9,10) and
wound care(11,12) services, despite that fact
that local initiatives to improve outcomes
and reduce amputations have worked.(9,13)
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Peripheral neuropathy is one of the most common
complications of diabetes.(6,14) The peripheral
nervous system is programmed to respond to and
maintain homeostasis in the presence of internal
faults or external injuries.(15) It essentially acts as
an alarm system, and therefore when damaged,
patients lose the ‘gift of pain’1 meaning they
do not recognise when something is wrong. It
is important to understand and practise what
might be called ‘neuropathic medicine’(15) in
which symptoms and signs of disease may be
minimal and very subtle owing to neuropathy,
but nevertheless should be diligently sought so
as to make a diagnosis and initiate appropriate
treatment. Almost 90% of DFUs are due to
neuropathy or neuropathy with ischaemia.(16)
It is therefore extremely important for these
patients to undergo thorough assessments,
and for the results to be reviewed in the
context of each of the observations, in an
effort to see the full picture and gather an
understanding of pathology when the clinical
signs and symptoms may be masked.
PAD is present in up to 50% of patients with
a DFU(17,18) and further complicates the clinical
scenario. Not only does a reduction in blood
flow to the lower extremities predispose a
patient to ulceration, but it can greatly impede
healing and the ability to treat infection.

Diabetic complications usually occur alongside
other comorbidities such as ischaemic heart
disease and subsequent heart failure, as well as
kidney disease, further impacting on patients’
overall morbidity and mortality. Optimal
management of individual complications may
be contraindicated, or become more complex.
For example, in patients with kidney disease and
impaired renal function, optimal management
of diabetic foot infection may be affected by
reduced antibiotic choice. Some investigations
used to assess for PAD involve the use of a
contrast agent, which should be exercised with
caution in patients with reduced renal function.
Losing lower limb function or undergoing an
amputation has the potential to affect all aspects
of a patient’s life;(2) reducing their ability to work,
socialise and remain independent. The impact
of diabetes-related lower limb complications
is such that it is listed as one of the top ten
causes of the disability burden worldwide.(19)
DFUs are also associated with significant
emotional stress, and patients who have
undergone a major amputation or have
current ulceration have a similar quality of
life to those who have chronic obstructive
pulmonary disease or renal disease requiring
dialysis.(10) Studies have reported that patients
with diabetic foot disease fear lower limb
amputation, more than they do death.(20)
The financial burden on healthcare systems
also cannot be ignored. Managing the
diabetic foot, coupled with the cost of
associated lower limb amputations, costs
the NHS up to £1 billion annually.(21)

The literature promotes multidisciplinary team
working as a key factor in improving outcomes for
patients with diabetic foot disease and reducing
lower limb amputations.(9,11,15,18,22-27) With reports
that up to 85% of amputations are avoidable(5)
there appears to be a clear need to ensure
that diabetic footcare is delivered in a holistic,
integrated and urgent manner, consistently
across all services throughout England.
There have been some exemplar endeavours
from clinical teams and networks to
improve patient care.(9,13) These efforts have
resulted in reduced lower limb amputations,
demonstrating that if evidence-based care can
be applied, patient harm can be reduced.
Creating a culture within the NHS that ensures
there can be ready acknowledgement when
something has or could go wrong without
apportioning blame is a fundamental step in
improving standards of care, and reducing
patient harm. This approach is supported by
the implementation of NHS England and NHS
Improvement’s Patient Safety Incident Response
Framework. The ability to recognise when
improvements are needed, implement changes
and monitor their impact, is key to ensuring a
safe environment for both patients and staff.
An improved learning culture is likely required in
recognising and addressing the barriers that can
exist in translating evidence-based diabetic lower
limb guidance into standardised clinical practice.

‘The Gift of Pain’ is the title of a book co-authored by Dr Paul Brand, a surgeon well recognised for the significant contributions
made in understanding the pathogenesis of leprosy and its associated neurological complications. The developments made
by Dr Brand in recognising the relationship between loss of sensation and resulting injury and ulceration, subsequently led
to improvements in the understanding and management of diabetic foot ulceration. Dr Brand’s description of the loss of
‘the gift of pain’ highlights how the ability to feel pain protects from injury, and the vulnerability when lost.
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NHS RESOLUTION
A key aim of NHS Resolution is to resolve claims for compensation fairly
and as quickly as possible. This not only helps to reduce financial costs,
but also the emotional distress that can affect all those involved.

Many claims are resolved without requiring
court proceedings. This has been achieved
through more constructive and collaborative
working with claimants, their solicitors, solicitors
working on behalf of the NHS and the NHS
organisations involved. This allows the claimant
earlier access to explanations and damages,
and reduces the psychological burden that
can accompany a prolonged legal process.
Only a small percentage of claims require
an in-court trial to determine the outcome.

Figure 1: The number of clinical negligence claims reported in 2020/21 by specialty
from a total of 10,816
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Approximately two thirds of claims result in
compensation payments. The underpinning legal
principle is that compensation should return the
individual or family to the position in which they
would have been, but for the negligence, whilst
acknowledging that financial compensation
cannot undo the harm sustained. The payment
is valued by taking into account a number of
factors. These include the degree of pain and
suffering, cost of care and other expenses such
as aids and adaptations to accommodation
which are attributed to negligence, and
consequent loss of future earnings in
many cases.

NHS RESOLUTION CLINICAL
FELLOW PROGRAMME
NHS Resolution offers the opportunity for a
clinical fellow to work with the Safety and
Learning team for one year, to review clinical
negligence claims that fall under a particular
chosen topic, and produce a report. The
current clinical fellow has been supported to
undertake a review of claims involving patients
with diabetes and a lower limb complication,
resulting in the production of this report.
NHS Resolution welcomes clinicians from a
variety of clinical backgrounds with a passion
for improving patient safety to apply.

35%

Figure 2: Value of clinical negligence claims reported in 2020/21 by specialty
Figure 2
across all clinical negligence schemes from a total of £7,113.8 million
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Methodology

Results

NHS Resolution’s claims management system (CMS) stores all documentation
relating to clinical negligence claims against the NHS in England that the
organisation has handled since 1995. Clinical claims are entered into the
CMS under the clinical codes: Specialty, Injury and Cause. Each claim on
the CMS also includes an incident description. This allows the claims
handlers to enter a brief summary of the claim using free text.

PATIENT DEMOGRAPHICS

This report has been produced further to NHS
Resolution’s functions under paragraphs 3-5
of the Safety and Learning Directions 2019.
NHS Resolution is required to disseminate
information obtained and generated in the
exercise of its functions and undertake research,
particularly with regards to safety, quality
and scheme management. NHS Resolution
encourages members of its schemes to improve
the quality and safety of services they provide.
LIMITATIONS
The CMS was primarily designed as a way to
manage claims, rather than as a specific tool to
extract learning, and there are consequentially
some limitations when used for the latter purpose.
The claims showed that in all healthcare settings,
there is great variety in the way diabetic lower
limb pathology is described and recorded,
which can make it difficult for claims handlers
to register these claims in a consistent manner.

Figure 3: Patients by age range and gender
30
28

While these limitations are important
to acknowledge, what the claims that
were identified do reveal is:
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• The number and associated cost of claims
appears to be rising.
• The claims identified were found to have
common, resounding themes and there is
confidence that the learning that can be taken
from these claims is reflective of the majority of
claims, and relevant to wider clinical practice.
Limitations of a thematic review
Attempting to code qualitative data allows us
to see valuable patterns but the context and
patient impact can be lost. We are reminded
that behind all claims, whether liability was
admitted or denied, there is a patient who
has felt let down by the healthcare system.
INFORMATION GOVERNANCE
All personal data held and used by NHS
Resolution is processed in accordance with
UK implementation of the General Data
Protection Regulation. Part of NHS Resolution’s
strategy is to learn from the information held
for claims and to disseminate this learning as
widely as possible across the NHS to improve
patient safety and reduce harm. This report
has used the data held for this purpose and
has reduced the use of identifiable material
to a minimum during the research process,
and work has been undertaken by employees
of NHS Resolution subject to contractual and
professional obligations of confidentiality.

24

20

20
Number of claims

In extracting relevant claims from the CMS,
12 searches were conducted, primarily using
incident description. The search was limited to
closed claims, settled since 2018/19 and with an
incident date post 2013/14. Key words searched
for included: diabetes, diabetic, amputation, ulcer,
vascular disease and neuropathy. Duplicated and
linked claims were merged, and claims lacking
sufficient details were excluded. Only claims where
the lower limb complication was addressed as the
primary index event were included. This resulted in
92 claims that were included for thematic analysis.
The claims were analysed using qualitative
analysis to identify recurrent clinical themes.
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Chapter 4
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INDEX EVENTS
In the 92 claims that were analysed,
the following pathologies were
identified as the index event.

OVERVIEW OF CLINICAL FINDINGS:

• 55 patients underwent a major lower limb
amputation with the table below showing all
index events for the cohort (n=92), as well as the
type of major amputation experienced (n=55).

Figure 4: Number of claims by index event, with major amputations further
refined by type
60

55

22%

30

2%

30

Number of claims

2%

40

• Pathways to admit patients into hospital
were complicated and time consuming.

• Once a diabetic foot problem was identified,
patients experienced delays in being seen by
a specialist footcare team.

• Patients did not show sufficient evidence
of healing of foot ulcers prior to discharge
from hospital.

• Specialist footcare input was irregular and
relied on general practice for ongoing input.

• In assessing for and managing PAD,
patients experienced delays at every
stage of the pathway.

• Management of diabetic foot disease was
poor. Evidence-based DFU assessments and
interventions were often absent. The extent
and severity of the pathology was realised
late or not at all.

50

4%
9%

• High risk patients were not identified and
they received very minimal preventative care.

• Lower limb and pedal biomechanics
were rarely considered. Pressure relieving
(offloading) interventions were not evidencebased, provided late in the progression of
pathology, or not performed at all.

• There were high levels of non-compliance,
but there was also evidence of emotional
and social factors that were not addressed
and limited evidence of diabetic lower limb
education provided.

PREVENTATIVE CARE
20

62%

• High risk patients were not correctly
identified, and there was a lack of
preventative care measures.
– Diabetic foot assessments were brief and
typically consisted of pulse palpation and
a monofilament test only.

10

5
1

1

– 78 patients (85%) were in the high risk
category, while the remaining 14 (15%)
were at minimum moderate risk2 (n=92).

0
Pain

Diabetic Foot Ulcer

Debridement

Minor amputation

Major amputation

Pain

(1)

Diabetic foot ulcer

(1)

Below knee amputation (BKA)

62%

Debridement

(5)

BKA with contralateral charcot

2%

BKA with contralateral minor amputation

2%

Bilateral major amputation

9%

Through knee amputation (TKA)

4%

Minor Amputation

(30)

– 5 (5%) were identified as high risk and
a further 4 (4%) were referred to as
‘at risk’ (n=92).

Major amputation (55):

Above knee amputation (AKA)

– 20 patients (22%) had once been known
to an FPS but were no longer being seen or
were having very irregular (gaps of 1 year
plus) reviews (n=92).
– 2 patients (2%) were being consistently
reviewed by an FPS prior to the onset of
pathology (n=92).
– For 7 patients (8%), the level of input
was unclear (n=92).

22%

2

14

– 63 patients (68%) had never been seen
by an FPS prior to the onset of pathology
(n=92).

These 14 patients were at minimum in the moderate risk category. There were insufficient details prior to the index event
to state concretely that they were high risk. However, based on presentation when pathology arose, it is very likely that
they were also high risk.
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Figure 5: Preventative Care: Patient’s risk status as identified in the claims
vs correct status

Pathways between primary care
and specialist footcare teams

100

91%

Percentage of patients

85%
80

• Once a diabetic foot problem was identified,
patients experienced delays in being seen by
a specialist footcare team.
– In 57 cases (62%), pathology was first
noted in either primary care by GP or
practice nurse, or by ED. (n=92) There was
additional variance in the specialty that
was first aware of the foot pathology, with
clinicians from over 13 different disciplines.
The top 5 specialties that were first aware
of pathology are recorded below.

60

40

20

– 63 patients (68%) experienced
a delay in being referred to a
specialist footcare team (n=92).
– 27 patients (29%) experienced a delay
in being seen by the specialist footcare
team, after referral was sent (n=92).
– In 19 cases (20.6%), multiple referrals
for the same patient were sent from
primary care to the FPS or MDFT in order
for the patient to be seen (n=92).

15%
5%

4%

0
High risk
True risk status

Medium risk

Recorded as
‘At risk’

No risk status
recorded

Figure 7: Breakdown of the clinician’s (who were first aware of the lower limb
pathology) discipline

Recorded risk status

9%

The figure following shows the level of preventative input given to patients prior to the
onset of pathology (n=92).

11%
Figure 6: Preventative Care: Level of foot protection service input provided prior to
pathology developing
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12%
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29%
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22%

Unknown inpatient clinician

12%

Practice Nurse

11%

Community Podiatrist

8%

Other

17%

22%

Never been seen

68%

Previous / irregular input

22%

Level of input unclear

8%

Consistent review

2%

9%
17%

22%

68%

16

17

64%
59 patients (64%) did not have ongoing
consistent reviews by a specialist footcare
team, even once referred and reviewed
(n=92).

52%

52% of patients reviewed had no MDFT
input at any stage (n=92).

52%
48 patients (52%) received no MDFT input
at all (n=92) with additional numbers
receiving input as an outpatient only.

54 %
54 patients (98%) who underwent a major
amputation did not have the decision to
proceed to amputation reached through
an MDFT (n=55).

2%
64%

2 patients (2%) were referred
directly from the community
(FPS) to the acute (MDFT) and
seen within 48 hours (n=92).

Diabetes and lower limb complications

The graph following highlights the number of patients who received a specialist
diabetes clinic review (n=92) and for those patients, who had specialist review, the
number who had their lower limb pathology discussed during this review (n=14).
Figure 8: Specialist diabetes clinic input: The proportion of patients who attended
8 that discussed their lower-limb
a specialist diabetes clinic review, and theFigure
number
pathology
at this review
90
80

In 59 cases (64%), GPs remained involved in
the care of patients who had been referred
to a specialist footcare service (n=92).

24%

70
60
Number of claims

• Specialist review was irregular
and relied on general practice
for ongoing input.

It was often unclear which clinicians were
part of the MDFT. Only 3 patients (3%) were
seen in an MDFT that involved podiatric,
medical, surgical and either microbiologist or
infectious disease input. Only one case (1%),
had an MDFT involving an orthotist (n=92).

78 (85%)

20

15%
3%

40
30

22 patients (24%) had no FPS/MDFT
input at all at any stage as either in
or outpatients (n=92).

14 patients (15%) attended specialist
diabetes clinic review (n=92) and 2
patients (14%) had their limb pathology
discussed during this review (n=14).

50

2 (14%)

10

12 (86%)
0
Specialist Diabetes Clinic input

No Specialist Diabetes Clinic input
No Specialist Diabetes Clinic input

85% (78 patients)

Specialist Diabetes Clinic input 15% (14 patients):
Limb Pathology discussed during diabetes review

14% (2 patients)

No Limb Pathology discussed during diabetes review

86% (12 patients)

Management of diabetic foot disease
• 88 patients experienced a diabetic foot ulcer
at some point throughout the course of
events recorded in the claims. Evidence-based
DFU assessments and interventions were
often missed. The extent and severity of the
pathology was realised late.
– 4 patients (5%) with a DFU had their
ulceration classified as either neuropathic,
neuroischaemic or ischaemic (n=88).
– No wound debridement was performed
in 30 cases (34%) (n=88).
3

The presence of non-viable tissue described, depth not visualised.

– Sharp debridement was performed
inconsistently on 23 occasions (26%) (n=88).
– In 31 cases (36%), the first episode of
debridement was performed in surgery,
and there was evidence it was indicated
earlier than performed3 (n=88).
– Wound debridement was performed
consistently in 4 cases (4%) (n=88).
– Larvae debridement was additionally
utilised in 5 cases (6%) (n=88).
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The table below shows the level of debridement which was received by patients
with a DFU (n=88).

Figure 10: Microbiology sampling of diabetic foot ulcer - types of samples taken
Microbiology sampling of diabetic foot ulcers

Figure
Level of debridement received by patients with a diabetic foot ulcer
Wound 9:
debridement

2.3%
2.3%

Debridement performed
consistently

4%

2.3%

86%

2.3%

4.7%
Wound debridement
performed inconsistently

26%

4.7%

No wound debridement
performed at all

34%
Other:

No debridement
performed until surgery

Swab

36%

0
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35

86%

40

Percentage of patients

Tissue

4.7%

Tissue from theatre

4.7%

Deep swab

2.3%

Bone biopsy

2.3%

Clean bone from theatre

2.3%

Pus

2.3%

• In 44 cases (50%), no microbiology sample was
taken at any stage (n=88).

• In 16 cases (18%), a microbiology sample
influenced choice of antibiotic therapy (n=88).

• Microbiology samples were not taken at first
signs of infection in 41 cases (47%) (n=88).

• 70 patients (79%) with a DFU did not have a
probe to bone / depth assessment performed
at any stage (n=88).

• Microbiology samples were taken at first
evidence of infection in 3 cases (3%) (n=88).
• Types of specimen sent: (n=43)
– Swab: 				37 (86%)

20

– Tissue: 				

2 (4.7%)

– Tissue from theatre: 		

2 (4.7%)

– Deep swab: 			

1 (2.3%)

– Bone biopsy: 			

1 (2.3%)

– Clean bone from theatre:

1 (2.3%)

– Pus:				1 (2.3%).
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Imaging was performed late in the progression of pathology and was poorly
correlated to the clinical picture.

34%

30 patients (34%) did not have an X-ray performed at any stage (n=88).

12%
11 patients (12%) underwent magnetic
resonance imaging (MRI) (n=88).

3%
3 patients (3%) underwent imaging
but the views were inadequate, did not
capture the area where tissue loss was
present and were not repeated (n=88).

57%

In 33 cases (57%), the X-ray or MRI
revealed bone infection, fracture or
Charcot, or showed gas in tissue (n=58).

22

4%
4 patients (4%) reportedly did undergo
imaging, but there was no record of the
results (n=88).

55%

When an X-ray was performed, it was
used to conclusively rule out osteomyelitis,
without clinical correlation, in 32 cases
(55%) (n=58).

24%

In 14 cases (24%) there was either poor
interpretation of imaging, or there was
a delayed or lack of action in response
to the results (n=58).
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BIOMECHANICS AND OFFLOADING
(PRESSURE RELIEF)
• Offloading interventions were not evidencebased, provided late in the progression of
deformity, or not performed at all.

The following figure shows the type of pressure offloading measures that were used,
on the occasions where offloading was implemented to some extent (n=92).

58%

11%

53 patients (58%) had no offloading
interventions performed (n=92).

10 patients (11%) saw an orthotist (n=92).

8%

4%

7 patients (8%) had their footwear
reviewed and commented on (n=92).

4 (4%) of patients were seen by a
physiotherapist in regards to helping
to safely offload their DFU (n=88).

3%

of Pressure
Figure 11: ProportionInstances
of patients
receivingOffloading
a pressure relieving
(offloading) intervention

42%
58%

Offloading

42%

No offloading

58%

Figure
patientsinterventions
who did receive
a pressure
Types12:
of For
Offloading
when
used relieving (offloading) intervention,
breakdown of the type of interventions used4
9

Pressure mattress in use
8

Darco (Off the shelf post-op shoe)
Removable walker boot

7
6

Unspecified Cast
Orthotics

5

Unspecified boot

3

Soft cast

3

Advised to reduce weightbearing

3

Prafo (Pressure Relief Ankle Foot Orthosis)

2

Heel pad

2

Unspecified protective footwear

2

3 patients (3%) had a musculoskeletal
assessment (n=92).

Forefoot offloader

1

Splint

1

Wheelchair

1

Surgical footwear

1

Bed repositioned

1

Advised to have time off work

1
0

2

4

6

8

10

Number of times intervention was used

24

25
4

Some patients received more than one type of offloading intervention

ED, admission and discharge

Management of PAD

There was no clear process and no continuity of care for
patients being admitted into or discharged from hospital.

Vascular assessments were brief, potentially inaccurate and delayed.

37%

25

19%

34 patients (37%) were not admitted
on presentation to ED on at least one
occasion (n=92).

Pathways to admit patients into hospital
were convoluted – there were 25 different
scenarios seen for arranging admission.

Hand-held Dopplers were used in
17 cases (19%) (n=92).

66%

8%

Out of all the cases where the pathway
into admission is documented (n=112)
ED was involved in 74 cases (66%),
the GP was involved in 20 (18%) and
vascular surgery in 11 (10%).

9 patients (8%) were admitted directly
from the MDFT (n=112).

Overall pulse palpation was not recorded,
or there was evidence it was inaccurate in
47 cases (51%) (n=92).

2%

72%

37%

Only 2 patients (2%) were escalated
from the community footcare service,
directly to the MDFT and then admitted
directly (n=112).

66 patients (72%) underwent multiple
admissions for the same pathology (n=92).

34 patients (37%) underwent a
revascularisation procedure (n=92).

51%

1%
Toe pressure assessments were only used
once (1%) (n=92).

33%
In 30 cases (33%), patients had a
relevant vascular history or were
symptomatic, but these factors were
not considered or documented
when assessing or commenting on
their vascular status (n=92).

95%

For patients who required multiple admissions, 63 (95%) had no evidence of wound
healing before discharge, poor discharge planning and outpatient follow up, and
evidence of further deterioration shortly after discharge (n=66).
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In assessing for and managing PAD, patients experienced
delays at every stage of the pathway.

The following table shows, for the patients who underwent revascularisation (n=34)
the percentage of those who deteriorated, and the percentage who had MDFT input,
following the procedure.

• On average, patients waited 90 days
between discovery of tissue loss and vascular
investigations, and 50 days between
investigation and revascularisation.

• The average waiting time, in cases where
the referral date is clear, from referral to
a vascular surgeon until the patient was
reviewed, was 26 days.

Figure 14: Post-revascularisation: Percentage of patients who deteriorated clinically,
and did not receive MDFT input, following a revascularisation procedure

Post Revascularisation
100%

Figure 13: The number of patients with/without evidence of PAD and the proportion
Peripheral
Arterial
Disease
that
underwent
revascularisation
60

52
50

Number of patients

80%
60%
40%

91.2%

97%

20%

No evidence of PAD (40)
Evidence of PAD (52):
Underwent revascularisation (34)

40

Percentage of patients

The table following shows the number of patients out of the total cohort (n=92) that
had evidence of PAD, and the percentage of those who underwent revascularisation.

0%
Patient deteriorated clinically

No MDFT follow up

Did not undergo revascularisation (18)

40

34 (65%)
• Post revascularisation, 31 patients (91.2%)
were seen to clinically deteriorate following
the procedure (n=34).

30

• 33 patients (97%) who underwent
revascularisation did not have MDFT
follow up post procedure (n=34).

20

18 (35%)

10

• Vascular surgeon review was provided outside
of an MDFT setting in the vast majority of cases.

0
No evidence of PAD

28

Evidence of PAD
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Education and psychological support

Figure 15: Patients with and without diagnosed or probable mental health or social
issue
broken down by type (%)
Documented issue relating to psychological wellbeing

There were high levels of non-compliance, but there was also evidence
of emotional and social factors that were not addressed. There was
additionally a lack of provision of diabetes lower limb education.

2%

14%

58%

14%

42%

26%

13 patients (14%) had a documented history of a mental health issue (n=92).

2
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2 patients (2%) had dementia (n=92).

An additional 24 patients (26%) had
a reference in their records to some
element of a social or emotional
wellbeing issue (typically low mood,
self-neglect, drug or alcohol abuse (n=92).

%

42%

Diagnosed or probable mental health issue:
None

58%

%

Overall, 39 patients (42%) had either a diagnosed or probable mental health or social
issue, yet there was very little reference to this, and no documented psychological or
social support offered (n=92).

Social or emotional issue referred
to but not diagnosed

26%

Diagnosed mental health issue

14%

Dementia

58%
53 (58%) patients had at least one
documented episode of non-compliance
(n=92).

2%

21%
Diabetic footcare education was only
seen to be provided, in any capacity,
in 19 cases (21%) (n=92).

1%
1 patient (1%) had documented education
given prior to the start of pathology
developing (n=92).
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Chapter 5

The following table shows the type of education provided, for those patients who
did receive education or advice to some extent.

Discussion

Education provided

Figure 16: The proportion of patients who received advice and/or education
EMERGING THEMES
Amongst the clinical findings, several
common themes were apparent at every
stage of the patient journey including:
• A lack of thorough, evidence-based
assessments

79.3%

20.7%

No education or advice
provided at all

79.3%

Education or advice provided
to some extent

20.7%

• Poor documentation and inconsistent
terminology
• Absence of integrated multidisciplinary care
despite multiple disciplines being involved
• Changes to the patient’s clinical picture
not prompting change in management
plan or escalation.

Types of Offloading interventions when used
Figure 17: Breakdown of the type of advice or education provided
Diabetes and footcare advice given

7.6%

Footwear advice (unspecified)

2.2%

Diabetes only

2.2%

Red flags advice (unspecified)

1.1%

Neuropathy discussed

1.1%

Advised against self-discharge

1.1%

Discharge with advice (unspecified)

1.1%

Offloading advice

1.1%

0
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1

2

3

There was no clear pathway through the
footcare services; from provision of preventative
care, treatment when pathology arose, urgent
escalation when necessary, and continuity of
care between inpatient and outpatient services.

Overall, the recurring pattern among
the claims was as follows:

Where there were examples of good care,
they were provided in isolation, and were
not enough to influence the outcome.

• The severity of the pathology was not
recognised

The themes in relation to different aspects of
patient care are discussed next in more detail.

• The care that followed was not delivered
with any urgency.
In the claims reviewed, at every stage of the
patient journey clinicians did not consider the
possibility that neuropathy may be affecting
the clinical presentation. Clinicians appeared
to be falsely reassured that an absence of
significant pain response in patients equated
to an absence of significant pathology.
Guidance recommending prompt referral
and review by a specialist footcare service
typically within 24 hours of pathology arising
was not followed.(28-30) Pathology was not
consistently or correctly identified, which
appeared to be a clear barrier to the appropriate
guidance being able to be followed, and the
appropriate education provided to patients.

3.2%

Advice against unsafe self-care practices

MDFTs were only involved sporadically, and
were not the primary team directing care or
overseeing management of the lower limb
pathology. There was an overall absence of
any identifiable clinician or team coordinating
investigations, collating and responding to
results, and having accountability for the
management plan and decisions made.

4

5

Percentage of claims

6

7

8
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PREVENTATIVE CARE
Diabetes is a progressive disease, and the
longer the duration of diabetes, coupled
with the degree of poor control, the greater
the risk of complications developing,
including those to the lower limb.(6)

An absence of thorough assessments, and
a failure to identify risk factors, meant this
window of opportunity was missed, and along
with it the chance to provide appropriate
preventative care. This window is also a critical
moment to provide patient education. Patients
need to understand how neuropathy will affect
their everyday life, how loss of pain makes
them at risk of injury, and how they can
be supported to manage this life-changing
complication. Amongst the claims, neuropathy
was seldom identified, and patients were
therefore not educated on the significance of it.

The National Institute for Health and Care
Excellence (NICE) NG19 guidelines recommend
that all patients who are categorised as
moderate or high risk should be referred to
an FPS for ongoing review, care and education.

This knowledge should trigger patients to take
up daily, safe, self-footcare practices. In cases
where problems do arise, if education has been
given early enough, these footcare practices
should already be automatic and habitual for
patients, reducing at least one of the hurdles
to managing diabetic foot pathology.

Only a very small percentage of patients were
being consistently reviewed by an FPS, and
the majority were not receiving adequate
preventative care, despite their high-risk status.

The literature promotes preventative
strategies including education, management
of risk factors and early intervention, as
important steps in reducing DFUs and
lower limb amputations, increasing survival
rates, and reducing costs.(6,10,11,25,31,32)
It is estimated that reducing the prevalence
of DFUs by one third would save the NHS up
to £262 million a year.(10) The more severe
a DFU, the greater the cost to treat.
Diabetic foot assessments enable the
stratification of patients into low, moderate
or high risk categories.(28) This identification
of how ‘at risk’ a patient is of developing
limb pathology should guide the amount
of preventative care they need to receive
in order to manage their risk.
Amongst the claims reviewed, diabetic foot
assessments were often incomplete with
evidence that the findings were inaccurate.
Out of all the claims reviewed, no patient
had a diabetic foot assessment performed
at every occasion where it was indicated.
The vast majority of patients should have
fallen into the high risk category, however
very few were identified as such.
Assessments typically only involved pulse
palpation (to test for PAD) and the use of a
monofilament test (to assess for neuropathy).
Recognition of other important contributing
factors to risk status including patient history
or the presence of deformity or callus were
absent. The results from the assessments
often did not fit with the clinical picture,
or conflicted with previous results, but these
discrepancies were not recognised or addressed.
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Patients presented with DFUs that they were
not aware of or developed blisters secondary
to footwear rubs, but continued to wear the
same footwear. Many similar scenarios where
there were tell-tale signs of neuropathy,
resulted in the patient still being recorded
as simply ‘sensate to monofilament’.
A history of a DFU is the strongest predictor for
further ulcers.(3,33) Despite this, documentation
of thorough history taking and record of past
pathology was minimal in the claims reviewed.
Patients with a history of a DFU, or even an
amputation, were not recorded as high risk.
Diabetes can cause progressive changes to the
biomechanics of the feet and lower limbs.(34)
These changes, including muscle wastage or
imbalance and joint stiffness, are not readily
identified through visual observation only.
By the time marked and obvious deformity
is apparent, biomechanical changes may
have been occurring for some time.
As well as leading to ulceration, mechanical
changes impair patients’ ability to mobilise
safely and walk normally. As mobility worsens,
so too can a patient’s ability to remain
independent and active, impacting on
their diabetes management and increasing
reliance on health and social care services.
Biomechanical assessments were seldom
performed in the claims reviewed, representing
a further lost opportunity to address
mechanical changes early and identify high
risk patients. When performed, the findings
were poorly recorded, not consistently
included in the notes, or did not appear
to be given much consideration. There
was only one example where mechanical
abnormalities, and their impact on ulcer
development, were discussed with a patient.
The International Diabetes Federation
describes a critical ‘window of presentation’,
which is the time between when neuropathy
is discovered and an ulcer develops.(6)

International guidelines recommend enquiries
about social isolation, physical limitations, as
well as financial constraints and healthcare
access, to be included in diabetic foot
assessments.(71) These recommendations,
however, relate to patients who have
neuropathy or vascular disease. If these primary
risks are not first identified, patients eligible
for further investigations will be missed. None
of the above factors were addressed during the
diabetic foot assessments observed in the claims.
Diabetic foot assessments are not only essential
in understanding patients’ lower limb health
but they can also give insight into other
morbidities. The association between PAD and
other cardiovascular diseases is well established
(35–37)
with PAD recognised as an independent risk
factor for adverse cardiovascular outcomes.(36)
Aside from addressing the risk of limb
loss, early detection of PAD can prompt
conversations with patients about their risk
of heart attacks and strokes and initiate risk
factor management for all adverse vascular
events. There was no evidence in the claims
reviewed of any discussion about cardiovascular
risk factor management following on from
or during a diabetic foot assessment.

All of the patients identified in the claims should
therefore have already been under the care of
an FPS prior to the development of pathology.
In cases where the patient had once been
known to an FPS, they were seen to be
receiving irregular reviews (gaps of one year
plus) or were no longer being seen at all.

In summary
Preventative care improves patient
outcomes and reduces costs to the NHS.
The majority of patients in the claims
were not receiving any preventative
input prior to the onset of pathology.
Very few patients were correctly
identified as high risk or were being
seen by a foot protection service.
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PATHWAYS BETWEEN PRIMARY CARE
AND SPECIALIST FOOTCARE TEAMS
There is a fitting saying that ‘time is tissue’(38)
when managing patients with diabetic foot
disease. In diabetes, an ‘at risk’ foot can
rapidly deteriorate into an unsalvageable
limb, if pathology is not recognised
quickly and treated aggressively.(15)

While most patients did have some FPS
input, over half never received any MDFT
integrated care, and almost none received
any MDFT care as an inpatient. When there
was MDFT input, it typically consisted of
only a podiatrist and a diabetologist or
a podiatrist and a vascular surgeon.

The key to success in healing DFUs and
controlling the disease lies in the cohesive
management of the following factors:(15)
• Mechanical
• Vascular
• Microbiological
• Metabolic
• Wound care
• Education and psychological support.
All specialist footcare services, in order to
provide safe care, should have the resources,
and consist of the relevant specialists, to
provide management in all of these areas.

Once referred and reviewed by an FPS or an
MDFT, the majority of patients did not have
ongoing consistent reviews by these teams.
Patients waited months between reviews despite
having active pathology present, and were lost
to follow up on admission into or discharge
from hospitals, as well as in transferring
between community and acute services.
Even when a patient was known to a
specialist footcare service, primary care
clinicians continued to provide significant
ongoing management with GPs requested to
prescribe antibiotics, refer to the vascular or
orthopaedic team, arrange admission, and
to see patients on an emergency basis.

Delayed presentation to a specialist footcare
team, and the degree of ulcer severity at first
review, is associated with higher rates of lower
limb amputations(21,38) and increased costs.(39)

Once active pathology was deemed healed or
stable, patients were discharged from acute
services, with no referral to community teams,
and with no plan for ongoing preventative
input, despite their high-risk status.

Despite guidelines and evidence which
supports prompt referral within one working
day,(28) patients typically had active pathology
for weeks or months, and were seen by
multiple clinicians before being referred
to the appropriate specialist team.

Despite providing input at some stage,
the diabetic footcare service was not the
primary team overseeing the diabetic foot
pathology and it was often unclear which
team or clinician was directing care.

The clinicians who were first aware of the
lower limb pathology were from an array of
disciplines. GPs were however the only clinicians
who referred into the specialist footcare services.
This was a further barrier to prompt referral
and potentially resulted in additional costs with
at least two clinicians and two episodes of care
seemingly necessary to generate one referral.
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Once referral to a specialist footcare service
had been sent, there were then delays in the
patient being reviewed. This again is outside
of guidelines which recommend triage within
one day of receiving referral.(28) GPs and practice
nurses were seen to chase specialist footcare
teams in an often unsuccessful effort to expedite
the review, and at times multiple referrals
were sent before the patient was reviewed.

While there is focus in the literature about
educating primary care teams on the importance
of prompt referral, there may also need to
be more focus on ensuring secondary care
services are resourced in a way that allows
them to appropriately manage these referrals,
and to ensure inconsistent service structures
do not act as a disincentive to referral.

One of the most fundamental aims and purposes
of a specialist footcare team, is to prevent lower
limb amputations. Despite this, there was a lack
of specialist input given in the lead up to and
at the point of lower limb amputation and only
one patient who underwent a major amputation
had documentation to show that an MDFT had
decided or recommended this procedure.
Current literature promotes MDFT working in
the management of diabetic foot pathology.
(9,11,15,18,22-27)
The results identified in the
claims highlight the need to verify exactly
what MDFT working entails and to ensure
there is better classification and governance
for all specialist footcare services.
The claims revealed that many MDFTs were not
the primary team coordinating or making key
clinical decisions. MDFTs provided input rather
than oversight, which may not be enough
to positively influence patient outcomes and
without specialist team involvement prior to an
amputation, it is may be difficult to argue that
all measures were taken to avoid this outcome.
This suggests that future research and service
analysis should aim to audit patient outcomes
against the function of a service, rather than
solely whether a service exists. The auditing
process, and ability to compare data nationally,
may be made easier with clearer national
definitions and standardised service criteria.

One clinician, involved in a claim,
explained that their MDFT only had
the resources to run once a month. The
clinical team had been pushing the
hospital to increase this service. The
clinician advised the patient involved,
who had undergone an above knee
amputation, that diabetic foot disease
is ‘as serious as most cancers’.
The trust involved in this claim has
paid over £200,000 in diabetic lower
limb clinical negligence claims between
2014-2019. Communication between
clinicians, commissioners and hospital
directorate may be essential to ensure
there is understanding that the longerterm costs associated with providing a
reduced service, the increased chance
of poor patient outcomes, and the
increased risk of clinical negligence
costs, outweighs the costs of ensuring
services are appropriately resourced.
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Diabetic complications rarely occur in isolation
and, if not already present, diabetic foot
patients are at risk of concurrent disease.
The barriers to achieving ulcer healing are
varied, and the management of each barrier
(medical, mechanical, wound care, surgical,
psychological) falls under the expertise of
multiple specialists. Diabetic foot problems can
deteriorate rapidly and, in knowing this, it can
hopefully be understood why an integrated
team is needed to provide close monitoring
and coordination of all aspects of treatment.

In summary
Patients experienced a delay in being referred
to and seen by a specialist footcare service.
Specialist footcare services did not appear
able to provide the level of input necessary to
direct a clear management plan and remain
on top of patient’s lower limb pathology.
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MANAGEMENT OF DIABETIC FOOT DISEASE
Wound classification
There are multiple wound classification systems
that are used to assess and describe a DFU.(40,41)
While varied, when used appropriately, they
all give an indication as to the nature and
severity of the ulcer, and allow comparison
of ulcer progression from clinician to clinician.
In general, DFUs that are deep, infected and/
or ischaemic are associated with poorer
outcomes.(42) All DFUs are labelled as either
neuropathic, neuroischaemic, or ischaemic,
and are then further defined using one of the
classification systems. In the claims reviewed,
no ulcers were graded using any system. A very
small number were described as neuropathic,
neuroischaemic, or ischaemic, but this label was
then not carried through the patient notes.
The overall trend amongst the claims was
that pathology, and DFUs in particular,
were described in ways that were
brief, ambiguous and inconsistent.

In one case, a diabetic foot ulcer was
described once as neuroischaemic.
Despite this being an example of good
practice, the label did not stick and
the ulcer was then referred to as a
‘lesion’, ‘black mark’, ‘sore’, ‘intact skin
that needs lancing’, ‘pressure damage’
and a ‘blister’. On one occasion, a
member of the vascular team came to
review the patient, but was advised
that the ulcer was ‘not necrotic’ and
did not review it. Following these
inaccurate and incomplete wound
assessments and documentation, the
decision was made to stop the patient’s
antibiotics and the patient was
discharged shortly after. The patient
was admitted again only a few days
later and required a major amputation.
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In the majority of claims, a change in clinical
picture did not prompt a change in management
plan. The change was not recognised because
the previous notes did not describe clinical
circumstances that could be compared.
Unclear, subjective notes allowed for patients
to deteriorate unnoticed. This highlighted
the importance of consistent language and
terminology, particularly for patients such
as those involved in the claims, who are
reviewed by multiple clinicians from different
disciplines across various healthcare settings.
Debridement
Debridement is a key aspect of DFU care(43)
and allows for accurate assessments.(17)
Debridement facilitates removal of non-viable
tissue overlying and surrounding a DFU,
revealing the true depth, size and base.
It is additionally an important infection
control measure, removing the bioburden
and preventing colonising bacteria
developing into infection.(44)
Despite this, in the claims reviewed, DFU
debridement was performed inconsistently,
or not at all. Repeatedly, non-viable tissue
was described – typically hyperkeratosis
(callus) or slough – highlighting that there
was an indication to perform debridement.
There may be examples, including critically
ischaemic patients, where debridement
is contraindicated. There were not,
however, any documented reasons why
debridement was not performed.

39

NHS Resolution > A thematic review of clinical negligence claims

In one example, the notes stated that
there was no wound present, but that
a digit was oozing purulent fluid. No
debridement took place. It is inferred
that this is an example of a wound
underlying hyperkeratotic tissue,
which if not removed to allow fluid
to drain, will likely continue to build
unnoticed with progressing tissue loss.
When debridement was eventually
performed, the tissue loss had
progressed into a deep abscess
with significant non-viable tissue
present, confirming that there had
been a need for debridement much
earlier than was performed.
Lack of debridement signalled a lack of
evidence-based DFU care, and hindered
the opportunity for optimal assessments,
infection control and microbiology sampling.
Microbiology
Diabetic patients are at a heightened
susceptibility to infection, and the presence
of a DFU greatly adds to their vulnerability.
Around 50% of DFUs can become clinically
infected.(44) Infection can progress rapidly
in a diabetic foot,(45) leaving minimal room
for error if not identified early. Blunting
of signs and symptoms of infection due to
peripheral neuropathy and PAD(17) adds to
the complexity of managing this pathology.
Appropriate collection and review of
microbiology samples aid in the effective
management of diabetic foot infections.(46)
Antibiotics should be commenced in the
presence of infection(47) with the regime
adjusted to target identified causative
pathogens as soon as possible.(17)
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To achieve this, a microbiology sample is
taken from the DFU and sent for culture and
sensitivity. The ideal scenario involves obtaining
a sample prior to starting therapy.(48) Some
clinicians will therefore request microbiology
investigations in the presence of a non-healing
ulcer, where infection may be suspected but
is not overtly clear. The specimen should be
taken post ulcer cleansing and debridement
to reduce risk of contaminating flora.(49)
Wound specimens obtained from a swab
should be avoided where possible,(17) with
tissue and bone samples proving more
accurate in identifying true pathogens.(50)
In the claims reviewed, microbiology samples
were not collected at all, or only after
infection had been established, and then
predominantly involved superficial swabs.
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Clinicians did not appear to appreciate the
significance of a positive result, with only
one clearly documented example of a
clinician performing a probe to bone test
(at the first occasion of reviewing the patient)
noting the positive result, documenting
concern that osteomyelitis was present and
then escalating the care of the patient.
In the cases where a test was positive, and
deep to bone and/or associated metalwork,
there was little or no reference in the notes
that there was suspicion of deep infection.
In patients with peripheral neuropathy, signs and
symptoms of infection are potentially dulled.(17)
Understanding this should prompt increased
clinical curiosity as to underlying causes of a
non-healing or deteriorating wound, including
pathologies that are not obvious on visual
assessment alone, including deep infection.

Review of and response to microbiology results
were poor, possibly contributed to by the fact
that often the clinical team who took a specimen
were not the next team to review the patient.

Through infrequent or absent assessment
of wound depth, in the claims reviewed
the opportunity for early detection
of osteomyelitis was missed.

The majority of patients reviewed in the claims
suffered at one point with severe, limb- and
life-threatening infection, yet were never
given antibiotics that were clearly documented
to be guided by microbiology results.

Imaging

Probe to bone / Depth assessment
In order to adequately assess and describe a
DFU, clinicians need to be aware of the depth
of the wound. Wound depth is unlikely to be
appreciated through visualisation alone.
Infection, if not treated, can spread to deeper
underlying structures including bone.
The depth of the DFU impacts on its severity, and
can also indicate if bone infection (osteomyelitis)
is present. A systematic review found that the
probe to bone test can accurately rule in diabetic
foot osteomyelitis in high-risk patients.(51)
Despite being an evidence-based assessment
and diagnostic tool, the majority of patients
involved in the claims did not have this
test performed at all and when performed,
it was not done so consistently.

Once a DFU is infected, this infection can
develop into osteomyelitis. While evidence
does not conclusively support any one clearly
recommended specific duration of antimicrobial
therapy for osteomyelitis,(52) treatment
often involves a six-week course of targeted
antibiotics, with the potential requirement for
surgical removal of the infected bone. Early
identification and treatment is again key.

This highlighted the need for a specialised team
to coordinate care, and ensure assessments
and diagnoses were consistent and not diluted
from entry to entry and between clinicians.
Notes were summarised, and there were
inconsistencies as to which aspects of the
clinical picture were included. Results, and
features of the clinical picture that were normal
or less severe, were included more readily
than those that may have triggered concern.
As the patients progressed through further
reviews, pathology was downplayed and the
chance of conveying the urgency of a situation
or recognising the full picture was lost.

One patient underwent an X-ray
which reported:
‘Avulsion bone fragment and no
definitive evidence of Osteomyelitis.’
The clinical notes then became:
‘No evidence of OM’ (with no
mention of the bone fragment)
and then shortly after were solely:
‘No Osteomyelitis’.
This example was not unique.

On plain film X-rays, osteomyelitis is often not
visible in the initial stages, or first few weeks,
of infection.(46,48) However, X-rays were used to
definitively conclude that no pathology was
present in a substantial number of claims. The
images and report did not suggest osteomyelitis
and this was translated by clinicians to
conclusively mean there was no osteomyelitis.
There was minimal clinical correlation or evidence
of communication between the clinicians
involved, as well as a reliance on the immediately
preceding clinical records. Consequently,
images were reviewed in isolation, rather than
forming part of a complete clinical picture.
41

NHS Resolution > A thematic review of clinical negligence claims

Diabetes and lower limb complications

Imaging, when performed, did at times reveal
extensive bone infection and tissue destruction.
The clinical notes leading up to the diagnosis
on X-ray did not reflect clinical suspicion of
severe pathology. This lack of suspicion or
recognition of serious pathology appeared to
be both driven by, but also resulted in, a lack
of thorough, evidence-based assessments.

In forgoing offloading measures, as seen in
the claims, the risk is that other evidencebased treatments are given in vain as DFUs
are not being given the best chance of
healing. This additionally is an example
of care that is not cost-efficient.

ED, ADMISSION AND DISCHARGE
In the claims reviewed, there was no
standardised method for escalating a
deteriorating patient and no clear process
for admitting a patient into hospital.

In addition, X-ray request details were seldom
available, but when they were, they tended
to be brief and did not contain clinical details
or history. Radiologists, when reviewing and
reporting, were therefore unaware the patient
was diabetic, neuropathic or had an ulcer.

In one example, a patient had a
physical assessment in ED, with the
outcome being that they were ‘fine
to go home with a walking aid’. The
specifics of this physical assessment
were not documented and in addition,
this patient had a DFU as well as
neuropathy and ischaemia. There was
no consideration of how diabetes
and neuropathy would impact on
the findings of this assessment, and
no mention of the fact that the
patient will likely tolerate weight
bearing purely because they do
not have a sufficient pain response,
not because it is safe to do so.

Biomechanics and pressure relief (offloading)
Pressure relief or offloading is a cornerstone
of DFU management.(17) Even optimised
care in other aspects (e.g., microbiology
and diabetic control, optimised vascular
status) will not compensate for a lack of
pressure relief or override the destruction
caused by ongoing trauma to an area.
Any assessment of lower limb biomechanics
was mostly absent in the claims reviewed.
Management of musculoskeletal pathology,
accommodation of deformity, and offloading
of DFU, were rarely provided in any capacity.
Where offloading interventions were used,
pathology had already been present for some
time. Interventions that were trialled were
used for a short period only and ceased with
no documented explanation. Patients returned
to ambulating on a DFU with no protection,
and risked undoing any improvements made.
Evidence-based offloading involves the use
of the total contact cast or a non-removable
pre-fabricated knee-high walker boot.(53)
Devices that extend only to ankle, while
still providing some offloading, are
shown to be much less effective.(54)
A cast (often an unspecified type) was
rarely trialled, and again, for a short period
of time with minimal documentation
offering reasons for ceasing use.
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In summary
Overall, the assessments and treatments
provided fell short of being evidencebased, and the care provided was
unable to stop disease progression.
Despite most patients being under a clinical
team, outpatient interventions did not stop the
need for emergency medicine or inpatient input.

Despite guidelines suggesting specialist
footcare services should be able to see
patients on an emergency basis,(15) there
was little evidence of this in the claims.
Many patients instead attended ED more
than once over the timeline presented in the
claims. Over a third of patients involved in
the claims had at least one example of ED
attendance that did not result in admission.
Incomplete and absent assessments were again
preceded by or resulted in the conclusion
that the patient did not require admission.
Findings drawn in ED often conflicted with
the diagnosis made by the clinicians who had
referred the patient there, however these
discrepancies were not acknowledged.
The result for these patients was admission
delay and not avoidance, as all patients
were admitted (typically shortly after),
often in a more serious condition.
Evidence does show that a well set up,
‘one-stop shop’ style MDFT diabetic foot clinic
provides comprehensive care to patients as an
outpatient and can reduce the requirement
for admission, and the need to attend ED.(55)
For the patients in these claims, optimised
outpatient care did not follow on from the
decision not to admit them to hospital. The
main outcome from ED attendance was
to prescribe oral antibiotics that were not
based on a microbiology result or to advise
the patient to follow up with their GP. Both
of these scenarios equated to the same care
that had already been provided prior to their
presentation to ED. Without a more involved
management plan, it was not surprising that
patients continued to deteriorate, and by the
time they were admitted to hospital, there was
an increased risk of limb-threatening injury.

The majority of admissions did not occur directly
through the MDFT. Community footcare teams
predominantly escalated patients via the GP
or ED. This further raised questions about the
function of the MDFT and the relationship
between community and acute footcare services.
The lack of a standard pathway for admitting
a diabetic foot patient led to delays and
further deterioration. Miscommunication
between the clinician who felt admission
was indicated, and the clinician arranging
admission was seen to be a factor behind
patients waiting several days between
decision to admit and admission occurring.
In some cases, the claimants alleged that
a clinician had not sent the patient to
ED soon enough. In these cases, often
the clinician had tried unsuccessfully on
multiple previous occasions to arrange
admission for the patient via ED.
If unsuccessful in escalating a patient via
a certain pathway multiple times, this
could influence the clinician’s incentive
to continue pursuing this method.
Assessments in ED appeared to readily
conclude that the pathologies were ‘chronic’
and therefore did not warrant acute or
aggressive treatment. Even in cases where
sepsis was identified, a known open wound
was present on the foot, and there were no
other obvious sources, the conclusion was still
that the source of sepsis was unknown rather
than suspected or attributed to the foot.
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A patient presented to ED with active
Charcot arthropathy, which was
labelled as a ‘chronic orthopaedic
problem’ with the responsibility
for the ‘GP to follow up with the
management of’. This finding is not
in line with literature and guidance
which describes Charcot foot as the
‘most disastrous complication of
the diabetic foot’(6), and a ‘clinical
emergency’(79) requiring immediate
action. This patient subsequently
went months without any treatment
and consequently underwent a
major lower limb amputation.

The claims indicate that there is a need
to standardise the process for admitting
patients into hospital and that ED may
not be the best way to achieve this.
Almost all patients with diabetic foot pathology
have neuropathy to a variable degree. They may
have signs and symptoms of disease masked to
a degree and be more unwell than they initially
look. ED clinicians specialise in identifying unwell
patients, and prioritising the care of those who
are most unwell. In this sense, diabetic foot
patients are prone to be misdiagnosed in ED.

The majority of patients in the claims underwent
more than one admission for the same
pathology, which was typically worse on each
occasion. Patients did not show evidence of
wound healing prior to discharge, were seen
to receive poor outpatient follow up care and
deteriorated immediately after discharge.
This was attributed to poor documentation
and a lack of clear diagnosis, which meant
the decision to discharge was based on an
incomplete picture, and the severity was
missed. Notes depicting whether patients were
improving or not, were vague and nonspecific
to any particular metric. Patients were commonly
described as ‘doing well’, ‘stable’, ‘healing nicely’
but without results or objective description
to back up these conclusions. It appeared
that a decrease in inflammatory markers was
the main criteria for assessing improvement,
and, as stated, there was very little evidence
of connecting this to the clinical picture, or
evidence of DFU healing prior to discharge.
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In summary
The claims revealed a lack of effective or
standardised processes for admitting
patients to hospital.

The same pathology may be described as stable
by one clinician, and as static by another, with
both terms having different connotations.

Incomplete assessments and subjective
descriptions while an inpatient contributed
to patients being discharged before
evidence of any clinical improvement.

Many similar examples seen in the claims highlight
how crucial documentation and terminology
is in ensuring the clinical picture is clear.

‘Healing’, ‘some infection’, ‘stable’, ‘patient
doing well’, ‘oozing with no signs of
infection’ were examples of imprecise notes
that did not convey clear meaning.

Failing to do so, as seen in the claims, resulted in
multiple admissions and a lack of continuity of
care between outpatient and inpatient teams.

In noting multiple admissions, measuring
individual length of stay (a common comparative
marker of outcomes) would not be conducive
to understanding their clinical situation.
Reducing length of admission is a valuable
aim. However, these claims would suggest that
if admission success is not measured through
an improvement in the patient’s condition,
the total length of days spent in hospital is
likely to be a more meaningful metric.

Trust directors and commissioners may need
to have more involvement in ensuring a
consultant member of the MDFT has admitting
rights and that deteriorating patients can
always be escalated through this channel.
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Management of PAD
In looking at themes related to PAD, delays
were seen at every stage of the pathway;
from performing a vascular assessment to
arranging further investigations, reviewing
the results of these investigations, and
then performing a revascularisation
procedure once decided it was indicated.

There was poor detail of pathways between
diabetic footcare services and vascular surgery
teams. Podiatrists working in a community
or acute settings were seen to rely on the
GP to refer into the vascular service. There
were occasions where the footcare service
tried to expedite vascular surgery input,
but were unsuccessful in doing so.

Vascular services and the MDFT did not
appear well-integrated and seldom provided
joint reviews. The lack of robust treatment
and medical optimisation that was delivered
post revascularisation likely contributed
to most patients continuing to experience
further tissue loss, after they had received
intervention to improve their blood flow.

As a result of the protracted timeline, patients
deteriorated and had more tissue loss and
infection by the time they had revascularisation,
compared to when the decision was made to
undertake the procedure. The claims showed
that the clinician who referred for vascular
opinion, the vascular surgeon who reviewed
the patient, and the clinician that performed
the intervention, were all different and
seldom communicated. Patient deterioration
between the various stages of care therefore
did not appear to be recognised and did not
prompt local, integrated reflection of the
pathways or acknowledgement that care
was not being facilitated fast enough.

Typically, it was only vascular surgeons who
arranged investigations or scans. As well as
referring for magnetic resonance angiography
or computed tomography angiography (more
invasive imaging), it was vascular surgeons
who also referred for colour Doppler studies
or duplexes, and it did not appear that
podiatrists, or even the MDFT were able to
refer patients for these non-invasive studies.

In cases where the decision was made to
provide conservative treatment, patients were
not then referred to a footcare service, did
not receive any offloading input or evidence
of optimised conservative care, and continued
to deteriorate following this decision.

Looking at initial vascular assessments performed
in the claims, these typically involved pulse
palpation only. There is evidence in the literature
to suggest that this assessment is not an
accurate diagnostic for the presence of PAD.(56)
The findings in this review reflect this as there
was discrepancy between different clinicians
as to whether pulses were present or not.
Non-invasive diagnostic tools that are simple
to use in a clinical setting and have greater
sensitivity, such as hand-held Dopplers and toe
pressure index measurement, were rarely used.(57)
Patient history and the presence of ischaemic
symptoms did not appear to influence the
results of vascular assessments. Patients who
had a history of peripheral arterial bypass
or who were suffering with intermittent
claudication, were marked as ‘pulses palpable’
thereby omitting important information, and
again missing the potential to recognise all
factors that could contribute to deterioration.
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The delays in the claims suggested that
vascular pathways may require further
review and standardisation. Most cases fell
outside (by several months) the Vascular
Society’s recommended time frames (from
referral to intervention) of 5 days for critical
limb ischaemia / foot sepsis and 14 days for
stable disease and stable tissue loss.(58)
As there is increasing provision of
multidisciplinary footcare and diabetic foot
services, for these services to be effective, the
teams and systemic structures connected to
them should also be considered. Solely ensuring
patients with diabetic foot pathology are seen
urgently by a specialised team may be ineffective
if this team cannot arrange appropriate urgent
investigations, and patient waiting times
are simply moved onto the next service.

In summary
Patients experienced severe delays between
the point where there was tissue loss
and evidence of vascular disease, until
revascularisation was performed.
Vascular assessments were brief, likely
inaccurate, and there was a lack of
utilisation of evidenced-based, non-invasive
tests such as hand-held Dopplers.
The majority of patients who underwent
revascularisation did so outside of the
care of an MDFT and continued to
deteriorate following the procedure.

With improvements in the management of
diabetic foot disease, vascular laboratories
and radiology services will inevitably be
under increased demand. Diabetic footcare
services must engage with sonographers,
radiographers and interventional radiologists
to ensure there are agreed referral
pathways and MDFT involvement.
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Case story
The following claim involves a patient
with PAD and illustrates several of
the themes discussed in the report.
The allegations made by the claimant included:
delay in intervention, missed severity of
infection, over reliance on X-ray to rule out
osteomyelitis, unclear decision making.
SUMMARY:
Patient has Type 2 diabetes.
Neuropathy present but unclear foot
assessment records in years prior.
• Right foot ulcer develops, referral to podiatry
8 months later, 4 months until review.
• Podiatrist assessment: ‘normal ABPI [ankle
brachial pressure index], some claudication
pain’. Referral to vascular recommended via
GP, which was completed as ‘routine’.
• Vascular review 2 weeks later concluded:
‘poorly controlled diabetic, microvascular
disease, no significant arterial disease’.
Referred to diabetic foot clinic (DFC).
• DFC review: Left heel ulcer now present,
described as neuroischaemic. Diabetes
discussed at DFC review.
• Discharged to community podiatry once ulcers
deemed ‘stable’.
• 10 months later patient self-presented
to A&E due to ulcers and admitted. New
‘blister’ developed during this inpatient stay.
Discharged with no clear management plan
or referral to a specialist footcare team.
• 2 weeks later patient noticed strong odour,
contacted the district nurses, who contacted
out-of-hours GP, who recommended A&E.
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• Patient admitted under vascular with necrosis
and raised inflammatory markers. Intravenous
antibiotics commenced. A vascular scan which
did not extend distal to ankle showed stenosis
(narrowing) of the anterior tibial artery.
Conclusion: ‘reasonable run off to the ankle.’
• Notes that followed at first stated ‘disease
is distal to ankle’ and ‘beyond the reach of
angioplasty or bypass’. The notes then became
solely ‘no indication for vascular intervention’,
or just ‘good flow to ankle’ and no reference
to stenosis, microvascular / distal disease
made at all.
• No offloading used throughout; patient
recorded as ‘mobilising well’.
• Ulcers deteriorated, queried need for transfer
to another trust. X-rays completed, discussed
virtually, concluded no osteomyelitis, patient
not transferred.
• Shortly after patient required a forefoot
amputation.
• Necrosis at amputation site developed,
amputation extended further to the midfoot,
again necrosis developed.
• Microbiologist involved documented:
‘Antibiotics have limited merit as patient is
ischaemic’. This is in contrast with vascular
notes of the same time, which paint a picture
of no vascular concern.
• Antibiotics were stopped, 8 days later the
patient underwent a below knee amputation.
Some of the explanations presented for the
delays resolved around the opinion that care was
adequate as pathology was ‘not acute’ and that
‘issues had been going on for some time’.

As discussed, this was seen to
be a commonly used justification,
in multiple claims, for the lack of
rapid, aggressive treatment. A
recurrent pattern was that diabetic
foot patients can be trapped in a
‘no-win’ scenario. When pathology
first arises and is acute, the conclusion
is often to ‘wait and see’ how it
develops. This stage continues until
the pathology has been present some
time and then there is the conclusion
that ‘it’s not acute’. Regardless of
whether acute or chronic, a reason
can be found not to act fast or treat
as aggressively as warranted.
This claim additionally highlighted issues around
the language and terminology used to describe
vascular pathology. The notes stated: ‘distal
disease beyond the ankle’, then solely: ‘good
flow at ankle’. As well as from ‘unable to treat
below ankle’ to ‘no indication to treat below
ankle’. Again, ‘not indicated’ and ‘unable’ may
convey very different meanings to a patient.

This claim was complex in its resolution
with different opinions offered by clinicians
involved. In looking at examples of care at
individual snapshots in time, neither the
documentation of ‘good flow to ankle’ or
‘distal disease past ankle’ are necessarily
incorrect and the immediate actions that
followed may seem reasonable based on
that specific documentation. The alternating
inclusions and omissions of certain clinical
details at different stages of care, however,
meant that a clear prognosis could not be
realised, nor a holistic management
plan formed.
There must be standardisation in the way
assessments for diabetic foot pathology are
performed and results are documented.
The documented results should then
guide decisions and actions. Prematurely
formed conclusions about a patient’s
pathology must not instead influence the
way in which results are documented.
Despite variance in opinions expressed during
resolution of this claim, the conclusion was
reached that earlier intervention would have
avoided this outcome. There was found to
be negligent care, damages were paid, and
the total claim cost equated to £1,468,000.

Revascularisation to the arteries in the foot can
be performed, and is performed successfully, by
teams throughout this country.(59) To ensure there
is true informed consent, it must be clear that if a
patient is told ‘nothing to be done’ there is clarity
as to whether this means ‘there is no clinical
need’ or ‘we cannot offer that treatment here’.
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EDUCATION AND PSYCHOLOGICAL SUPPORT
It is worth noting the prevalence and links
between diabetic foot disease and mental health
issues.(60) Nearly half the patients involved in
the claims had either a diagnosed or probable
mental health or social issue. Despite this,
there was very little evidence of any mental
health or capacity assessment, diagnosis, or any
reference to treatment or support. There is the
possibility that underlying psychological issues
may not have been noticed or addressed.
Management of diabetic foot disease almost
always includes a significant decrease in the
time that can be spent on one’s feet. This
affects a patient’s ability to work, socialise and
remain independent. Diabetic foot patients can
report feeling stuck at home and isolated,(61) all
factors that can trigger depression, anxiety and
other mental health issues. In the presence of
these issues, further support may be required
to reduce barriers to patient compliance.
Some of the younger patients involved in the
claims were noted to have extensive medical
histories, frequent medical appointments
and regular admissions. Despite overall poor
engagement and compliance there was no
mention of the potential psychological impact
that having limb-threatening pathology at
a young age may be having. Some of these
patients progressed to a major limb amputation
without any documented emotional support.
In claims reviewed, there were seldom examples
of thorough diabetic footcare education given
at any stage of the patient journey. When
given, education was brief and vague, with
notes such as ‘advice given’ but no details as to
what this advice was. There is strong evidence
linking smoking cessation and enhanced
diabetic control with improved cardiovascular
and lower limb outcomes.(62,63) Despite this, the
notes indicate these two factors were minimally
discussed, with smoking cessation advice
noted as being given to one patient only.
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The claims reviewed suggest patients were not
aware of what to do when a problem arose,
and what care to expect. This pattern in the
claims aligned with the findings of a study
which revealed that patients with diabetes
and foot disease were lacking awareness
as to their foot risk status and the reasons
behind their referral into an MDFT.(64)
The evidence suggests that patient education
should be structured, organised and
repeated, and that part of giving education
means assessing if it was understood by the
patient(17) This may reflect why there were
some instances where education was given,
but again did not seem to affect the outcome
or result in change in patient behaviour.
The education of patients needs to be able
to override the very ingrained understanding
that the body will warn when something is
wrong, if patients are to truly understand
and manage neuropathy. The concept that
there can be a serious problem, even when
an actual problem is not felt, is not easily
understood by clinicians or patients or readily
applied to clinical practice or everyday life.
The majority of clinicians will be aware
that diabetes causes nerve damage and
patients may not feel their feet. What is
seen from the claims reviewed is that this
understanding does not merge into clinical
practice. Patients who seem well, who do
not have extreme signs of infection, who
are able to walk on their ulcerated feet, and
who are not in pain, are readily labelled as
not severe with these signs interpreted as
reassurance rather than an alarm bell.
The patients involved in the claims received
minimal education, which potentially
influenced their behaviours. Additionally,
if the care received is not delivered with
any sense of urgency this may reinforce
inaccurate conclusions drawn by patients
that their situation is not severe.
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In one example of non-compliance
a patient did not attend their
footcare appointments due to work
commitments and overall did not
seem to be prioritising their health.
To clinicians this may be viewed as
poor engagement from the patient.
This patient, post major amputation,
advised that they thought they were
‘fit and well’ pre amputation. They
seemingly did not consider that their
diabetes and lower limb problem
was having a detrimental effect on
their health and wellbeing, which
gives background into why it was
not prioritised. In this example, there
was no clearly documented diabetic
footcare advice given, and the patient’s
DFU was referred to as a ‘blister’.

In summary
A large proportion of patients experienced
an emotional or social wellbeing issue, yet
received very little psychological support.
The burden that diabetic foot disease can
place on a patient’s mental health was
not acknowledged.
Very minimal education was provided
to patients in any capacity. Education is
important to support informed consent
and patient decision making.
Patient non-compliance did not lead to
any consideration that increased support,
or the provision of more education, may
result in different patient behaviour.

Patients may not easily connect a
‘blister’ as something that would
impact whether they are fit and well,
as an indication their foot may be at
risk, or cause them to change their
behaviour. It may take thorough and
repeated explanations for patients to
understand exactly what processes are
occurring that mean a blister can result
in limb loss, which is a concept that
may be challenging to comprehend.
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SCOPE FOR FURTHER RESEARCH
Diabetic foot pathology and lower limb
amputations are associated with mortality
rates comparable to most cancers.(3) While
cardiac causes, reflective of underlying poor
cardiovascular health, is a contributing
factor,(35) diabetic foot disease itself is
now known to be an independent risk
factor for increased mortality.(65)
In the 92 claims reviewed, there was minimal
evidence of conversations between clinicians
and patients discussing the prognosis
of diabetes lower limb pathology.
Behavioural insights research which
examined reasons why a patient may
pursue a claim, found the desire for an
explanation to be a motivating factor.(66)
The claims reviewed show a potential contrast
in the explanations given and the care that
was provided, which may reflect wider clinical
practice and give insight into why an increasing
number of patients are seeking answers
through pursuit of a clinical negligence claim.
Throughout the events documented in the
claims, patient’s pathology was treated as not
severe, alternating terminology was used,
and there were no documented discussions
regarding amputation-associated morbidity or
mortality. Post amputation, reflections from
clinicians conveyed the sentiment that lower
limb amputations are often ‘inevitable’ in
this high-risk group. Patients may query why
the care and information which they received
did not reflect the clinician’s knowledge
of the high possibility of limb loss.
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In order to ensure patients can make
informed decisions regarding their lower
limb health, and in particular when lower
limb amputations are considered, there needs
to be sufficient opportunity for thorough
education provision and candid conversations.
Further research focusing on understanding
and addressing the barriers to providing
this education and undertaking these
conversations is recommended.
A further area of research could focus on
better understanding the limiting factors to
implementing evidence-based research and
national guidance consistently into clinical
practice. Key principles of management
including preventative care and patient
education(67) as well as integrated care by
a dedicated multidisciplinary team(68) have
been promoted in the literature since
at least the 1980s, but are not yet being
consistently implemented decades later.
The famous and pioneering diabetes physician
EP Joslin was quoted in 1934 as saying: ‘‘diabetic
gangrene is not heaven-sent but earth-born.’’(69)
Eighty-eight years later, work is still being done
to change the sentiment that diabetic foot
ulceration and amputation are an inevitable
progression of lower limb pathology. Further
dedicated efforts may need to be made to
understand why what has already been learnt
in regards to managing diabetes lower limb
pathology is not more widely understood,
applied or communicated to patients.
This understanding may help ensure future
research endeavours into this valuable topic
can achieve the appropriate impact.
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Conclusion
There is a well-recognised need to address the current variation in
the standards of care that patients with diabetes and lower limb
complications receive.

The current literature suggests that preventative
measures, rapid action when problems
occur, and multidisciplinary team care can
all result in improved patient outcomes and
more efficient use of resources. Despite this
evidence, the above principles of care did not
translate into practice for the patients involved
in the claims that have been reviewed.
The model of care that patients did receive
appeared to be one which was resource-heavy,
yet outcome-light. Despite being seen by
multiple clinicians, often at each point of care
a lack of complete information hindered the
ability to make an appropriate management
decision. Lack of consistent terminology, an
absence of communication, use of different
technology systems and minimal patient
records, all meant the full picture was not easily
observed. Consequently, variation in care can
occur not only between services and regions, but
also within the same care provider. Improved
service coordination will likely not only improve
patient outcomes, but reduce duplication
and increase the value and output from each
episode of care and the clinical resources used.
If individual teams or clinicians are only
involved at specific points along the patient
pathway, their ability to recognise how
their involvement contributes overall to
patient outcomes will be limited.
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The vast majority of clinicians go above
and beyond in delivering the best possible
care that they can to patients. To be able to
continue to do this, clinicians should have the
opportunity to reflect on care provided when
poor outcomes are reached, and should also
receive positive reinforcement and be aware
of practices that result in good outcomes. A
sound learning and sharing culture therefore
appears to be a key factor in reducing variations
in care at both a local and national level.
Again, what was missing was an accountable
team who had oversight of the entire patient
journey, who could review how patients
interacted with services and not only whether a
pathway existed, who could identify the systemic
issues that influenced clinicians’ actions and
who could share this reflection with the services
involved and make appropriate changes.
As well as addressing systemic issues impacting
on the ease with which the complete clinical
picture is available, clinicians still need to
undertake thorough assessments and consider
both medical history and risk status alongside
a patient’s immediate presentation at a specific
point in time. Conclusions cannot be made that a
situation is stable or improving without definitive
evidence based on holistic investigations.

Increased feedback to clinicians as to patient
outcomes may help ensure there is awareness
that every point of contact represents an
opportunity to try to prevent devastating
outcomes including lower limb amputation
and death. This may result in heightened
natural curiosity, suspicion, and thoroughness
when managing patients, rather than a
default to dismiss as minor pathology only.
The extent of complexities with which patients
typically present must not be dismissed,
but that does not automatically predispose
patients to an ‘inevitable’ amputation.
The vast majority of patients who progress
towards the end stage of limb salvage will be
high risk. However, this does not mean their
outcome was pre-determined. The success or
failure of diabetic footcare is often seen to be
determined by healthcare structures themselves
rather than the specifics of the pathology.
All patients with diabetic foot pathology should
be able to access specialist footcare services
that are resourced to appropriately manage
their pathology, in a consistent manner.
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Chapter 6

Recommendations
The National Institute for Health and Care Excellence (NICE), Getting it
Right First Time (GIRFT), International Working Group of the Diabetic Foot
(IWGDF), National Wound Care Strategy Programme, Insights for Diabetes
Excellence, Access and Learning (iDEAL), and International Diabetes
Federation are prominent organisations that have published guidance
relating to the management of diabetic foot pathology.(6,24,28,70-72)
The importance of MDFT is promoted in all of the above groups’
publications, as well as being referred to in the NHS Long Term Plan.(73)
In addition to promoting integrated, holistic
and multidisciplinary team working, the
key principles of management, involve the
identification of at-risk patients, monitoring and
preventative care, and prompt recognition and
action when a problem arises. A coordinated
diabetic footcare service that has the capacity
and accountability for ensuring guidance is
followed, outcomes are recorded and audited,
learning is shared, and changes can be readily
made and monitored is a key factor.
This thematic review is supportive of the
above organisations’ guidance and principles
of management. The recommendations that
have been made below represent an attempt
to consider how evidence-based management
principles and current recommendations can be
implemented in consistent standards of practice.
The claims highlight a lack of consensus as
to what is recognised as: a DFU, diabetic
foot pathology, limb-threatening infection
and emergency lower limb condition.
Likewise, pathways relating to the
management of ‘healing’ or ‘non-healing’
ulceration may be unlikely to be followed
if pathology is not described in a way
that conveys healing or non-healing.
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Any guidance recommending an assessment
or intervention be undertaken if ‘clinician
concern’ or ‘suspicion’ relies on the clinician
having concern, and the claims showed there
is a widespread lack of understanding as to
what signs or features should trigger concern.
For example, in regard to deep seated or bone
infection, there was often a sense that there was
‘no evidence of this’ and therefore no further
action was required and the guidance relating
to possible bone infection was not followed.
There did not appear to be an understanding
that there won’t necessarily be evidence of
bone infection, unless the relevant assessments
are undertaken or signs are looked for.
A general review of the education that all
healthcare clinicians receive at training and
post-graduate level is also recommended, with
a focus on the potential missing link between
theoretical knowledge and practical application.
These three principles around improved
system oversight, clearer national guidance
and improved education underpin where it is
felt the recommendations are most needed.

Recommendation 1:
Education and Training
Diabetic footcare education should be provided
on a regular basis to all patients as soon as
diabetes is diagnosed. Patients should be
empowered through education to self-manage
and commence safe foot and lower limb care
habits before the onset of pathology.
Education and training must instil awareness
that diabetic foot disease is a serious condition
and should be managed as such. With the
correct education and training, clinicians will
understand why lower limb amputations are
not inevitable, even with advanced pathology,
and at every stage of care provision there is the
opportunity to influence patient outcomes.
Sustained changes to the way in which diabetic
foot pathology is understood and managed by all
clinicians may need to be driven by a focus on the
education that is provided at university or training
level to all prospective healthcare students.

National
• HEE5 working together with the National
Wound Care Strategy Programme have
developed a National Wound Care Core
Capabilities Framework for England which
sets out the wound care knowledge and skills
required at all levels of the patient-facing
workforce. Wound care educational resources
are being developed to support this framework.
This framework is supported and a continued
focus on its delivery to all healthcare students
across all disciplines is recommended.

5

Health Education England is an arm’s length body of the NHS.
Plans have been made to merge HEE with NHS England by
April 2023. Recommendations relevant to HEE are still directed
towards this organisation, with the assumption that there will be
continuity of actions by the relevant parties following this merger.

• University and education providers are
encouraged to review the level of diabetic
footcare education included in current
curriculums, and to utilise the framework and
associated resources to ensure the delivery
of robust and standardised education to all
healthcare students.
• NHS England and NHS Improvement work
with their education providers to ensure
all Type 1 and Type 2 diabetes education
programmes include an essential diabetes
footcare component. NHS England and NHS
Improvement seek input from stakeholders such
as the English Diabetes Footcare Network and
the Royal College of Podiatry to improve and
standardise the content that is included.

Local
• Commissioners work with the primary care
and community podiatry services within their
jurisdiction to ensure the provision of diabetes
and lower limb education sessions to patients.
Education sessions should be provided locally,
be repeatedly accessible from time of diagnosis
of diabetes, and attendance should be recorded
in patient notes and audited against outcomes.
Patients should have the opportunity to provide
feedback on the sessions.
• Integrated care systems work with their
specialist footcare teams to ensure diabetes
footcare education and training is accessible
to all clinicians and is promoted as an
important part of their continuing professional
development. It is recommend that education
delivered aims to ensure all clinicians
consistently recognise and understand what
a DFU is, what is meant by limb-threatening
pathology or a diabetic foot emergency, and
why urgent referral into a specialist service is
so critical and can make a difference.
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Recommendation 2:
Pathways and the provision
of consistent services

Recommendation 3: Biomechanics
and offloading (pressure relief)

‘Time is tissue’(38) is a well-known and fitting
expression that conveys the importance of one
of the most crucial aspects of preventing lower
limb amputations: The earlier a patient is seen
by the specialist team and started on treatment,
the better the chances of a positive outcome.
Current guidance stresses the importance
of urgent recognition, referral and review.
NICE NG19 guidance recommends MDFT care
within 24 hours for patients in hospital with
a diabetic foot problem, and for outpatients
the recommendation is for immediate referral
for limb- or life-threatening diabetic foot
problems, and referral within 1 working day for
all other diabetic foot problems.(28) The iDEAL
group recommend adoption of the ACT NOW
acronym, which if followed should facilitate
an urgent referral to the footcare team at first
sign of any changes, new wound, or injury to
the foot.(72) The National Wound Care Strategy
Programme further recommends immediate
care for patients with a DFU, with referral to
the MDFT within 24 hours for inpatients, and
within 1 working day for outpatients(24).
Despite the guidance, the presence of DFUs,
or diabetic foot pathology, did not trigger an
urgent referral or result in urgent review for the
patients involved in the claims. Pathology should
first be identified consistently, allowing clinicians
to then follow the appropriate guidance and
pathways. A designated pathway lead should
work to identify any barriers to streamlined care
between primary, community, acute and inpatient
services, allowing patients to move rapidly and
seamlessly through the entire footcare pathway
without delay. To ensure pathways facilitate
the delivery of consistent care, the structure
and remit of the services they feed into should
also be well defined and standardised.
Podiatrists are often seen as ‘interventionists,
gatekeepers, and service coordinators’(74) and
their role should be recognised as a central
aspect of the specialist footcare services.
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National
• NHS England and NHS Improvement work with
stakeholders including the English Diabetes
Footcare Network, the Royal College of Podiatry,
the Vascular Society and the Royal College of
Surgeons of England, to set the minimum criteria
that services need to meet to be labelled an MDFT
and an FPS. Specifications should be set outlining
the structure and remit of these services.
– Establishing MDFTs should result in the
availability of an appropriately skilled
clinician, who is able to make clinical
decisions, seven days a week. This clinician
should be able to coordinate urgent patient
review, and integration of relevant specialties
to ensure all patients can consistently receive
the right care as rapidly as required.
• All national guidance and recommendations to
include clear specific definitions for the diabetic
foot pathologies, patients or situations they
refer to (e.g. DFU, limb-threatening emergency).
Recommend utilising definitions provided by
the International Working Group
of the Diabetic Foot.(1)
• Any guidance that commences with ‘if clinical
concern’ or ‘if suspect’, then includes details
of the assessments required, and the evidence
that needs to be first collected, in order to have
suspicion or reassurance the pathology in the
guidance is or is not present.

Assessing lower limb biomechanics accurately,
acting on the results of these assessments, and
redistributing pressure from anatomical areas
that are at risk of, or have active pathology
is crucial to the successful management of
any diabetic lower limb complications. The
International Diabetes Federation describes
offloading of pressure as the mainstay of therapy
for DFUs,(6) while for ulcers caused by increased
biomechanical stress, it is described as the
cornerstone of treatment by the International
Working Group of the Diabetic Foot.(17)
In the claims reviewed, this critical aspect of
care was absent for most patients at every point
of treatment, greatly reducing the chances of
healing occurring. Other high-risk and costly
interventions (including intravenous antibiotics
and revascularisation procedures) risked being
given in vain as they were not provided alongside
a holistic and evidenced-based management
plan that included offloading measures.

National
• NHS England and NHS Improvement undertake
a focused review looking at current barriers
to services offering evidence-based offloading
including total contact casting.
• Orthotists / prosthetists should be integrated
with and form part of all MDFTs.
• Terminology used when referring to total
contact casting, should shift away from use
of ‘gold standard’.

Local
• All FPS and MDFTs have a documented standard
operating procedure relating to the offloading
interventions they provide. If no team within
the footcare service is able to offer evidencebased offloading, a plan should be put in place
detailing how and when this will be addressed.
Commissioners and service managers should
have sight of this plan and work with clinical
teams to ensure implementation.

The current evidence supports offloading
interventions(53), and evidence-based offloading
should be seen as an essential component
of providing safe and reasonable care,
rather than an optional gold-standard.

• All services have a diabetic footcare pathway
that allows patients to move between the
community, acute and inpatient diabetic footcare
teams seamlessly and continuously, without
requiring new referrals between each service.

Local
• All trusts / commissioning services appoint
a diabetic footcare pathway lead as the
designated link across the clinical teams
and commissioners.
• Footcare services should provide regular
education to clinicians within their trust /
integrated care system, specifically those in the
ED and general practice, to highlight referral
pathways and protocols. All referral pathways
into the footcare service should be clearly
documented on the trust intranet and extranet.

59

NHS Resolution > A thematic review of clinical negligence claims

Diabetes and lower limb complications

Recommendation 4:
Commissioning of services

Recommendation 5: Public health
campaign

Recommendation 6: Leadership and
workforce

Recommendation 7: Participation in
the NDFA and local service audits

The variation in care observed in the claims
reviewed appeared related not only to
specific clinical practice but also to the
wider service structures and available
resources. To reduce variation, the way
in which diabetes footcare services are
commissioned should also be reviewed.

The impact of diabetic foot disease is not
commonly understood by clinicians, patients
or the general public. It receives significantly
less research funding, and less political,
clinical and public attention than conditions
with comparable morbidity and mortality.

An appropriately staffed workforce is integral
for implementing and maintaining improved
standards of care. Diabetic footcare clinicians
are critical to the long-term successful reduction
of lower limb amputations. Urgent review
of current workforce levels is likely required
if any recommendations from this report (or
others) are to be successfully implemented.

In order to undertake workforce planning and
to provide a service that meets the needs of
its patients, there must be accurate recording
and auditing of the service. Diabetic footcare
services must document in a standard manner
both clinical outcomes and service structures if
a learning culture is going to be established. In
reducing variation and ensuring shortcomings in
care are not repeated, dedicated efforts should
be made to ensure we do more to learn from
poor outcomes and examples of patient harm.

One identifiable governing team should
have responsibility for and be able to
review and audit the entire patient journey
through primary care to tertiary services.
The transitions to integrated care systems
could be a valuable opportunity to review
and centralise commissioner responsibility to
better align with service structure and needs.

National
• The entire patient journey between footcare
teams (primary / community / acute / inpatient)
is commissioned as a single pathway.
• Commissioning teams to work with NHS Digital6
to ensure there is aligned use of technology
across all services and patient records can be
fully accessed at all points of care.
• Commissioning teams to ensure all footcare
services are resourced and supported to be
able to participate in the NDFA, complete
thematic analysis and MDFT de-briefs
following a major lower limb amputation,
and provide regular education sessions to
patients and staff.

A national public health campaign will
increase awareness of diabetic foot disease
and the impact it has on patients and their
family and friends. This increased awareness
should prompt an increased uptake of
preventative measures and help to empower
patients with active foot pathology.

National
• Recommend Diabetes UK continue to work
with stakeholders to coordinate the design and
delivery of national public health campaigns
which promote the importance of preventative
lower limb healthcare and fast treatment
when problems arise.

Local
• Recommend local engagement between
diabetic foot stakeholders and local
government to promote campaigns locally.

A lack of leadership and accountability was
evident in the care provided to patients
in the claims reviewed. Ensuring that
positions of leadership, influence and
accountability exist, that are appropriately
banded, may not only improve service
provision but help to ensure there are routes
for career progression for clinicians.

National
• NHS England and NHS Improvement and
HEE to continue to work to encourage the
retention of skilled diabetes footcare clinicians,
in particular senior and experienced podiatrists
and orthotists. The work undertaken by HEE
in establishing roadmaps for first contact
practitioners and advanced practitioners is
supported. A clear professional development
route for clinicians to enhance their capabilities
should be reflected in the subsequent remit and
roles (including advanced clinical practice and
consultant level roles) available across all clinical
settings including primary care, community and
within acute multidisciplinary teams.

Local

Local

• All trusts should appoint a diabetic footcare
pathway lead who will work closely with
the commissioning team and assist them in
engaging with relevant local stakeholders.

• All hospital directors to provide oversight to
ensure that clinicians involved with the diabetic
footcare service have this aspect of their role
included in job advertisements. All clinicians,
including consultant clinicians, should have
MDFT cover job-planned into their roles.
• All services to ensure at least one member
of the MDFT has admitting rights within
their trust.

6
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The NHS’s two technology services, NHS Digital and NHSX, will also be merged and incorporated into NHS England and NHS
Improvement. Recommendations relevant to NHS Digital are still directed towards this organisation, with the assumption that
there will be continuity of actions by the relevant parties following this merger.

To instil a culture where learning from harm
occurs, and sustained changes are made, there
first needs to be a process where outcomes are
recorded and there is an identified responsible
team / commissioner for auditing and acting on
these results.
Audits of services and pathways should not only
review how well a pathway functions when used,
but also capture the patients who were unable to
access them.

National
• NHS England and NHS Improvement work
to ensure 100% participation in the NDFA
by working with commissioners to ensure all
services have the ability to complete this audit.

Local
• Review of NDFA audit results and national
comparison should be undertaken by clinical,
hospital directorate and commissioning teams.
• All trusts to record all incidents of major lower
limb amputations. As well as conducting a
thematic analysis, multidisciplinary meeting debriefs should occur. These meetings should discuss
and record lessons learnt, with this learning then
fed back across the entire pathway from primary
through to tertiary services. The Patient Safety
Incident Response Framework should be used to
guide the approach to learning from incidents.
• Commissioning teams have oversight and
responsibility for auditing data relating to their
trust’s lower limb amputations, and ensuring
lessons learnt are acted on and changes are
implemented.
• Auditing of services should not solely involve
a checklist as to whether a pathway exists,
but review whether it works consistently
and whether all patients who require it
can access it.
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The impact of the
COVID-19 pandemic
The care in question in the claims reviewed for this report
occurred prior to the Covid-19 outbreak.

The overall impact of the Covid-19 pandemic
on diabetes lower limb outcomes, and
amputation rates both nationally and
worldwide is unknown.(75)
A combination of patient hesitation to attend
a clinical setting, staff redeployment, and
cancellation of services are possible factors
in considering the potential impact of the
pandemic. Reports from specialised centres
outside of the UK reported increased incidence
of lower limb amputations and increased
ulcer severity on initial patient presentation
during the early part of 2020.(76,77)
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Reports do suggest a reduction in amputation
rates between March to October 2020 in the UK,
compared to previous years.(75). It is unknown
whether this will reflect a continuing pattern or
whether rates will return or even rebound and
increase. Uncertainties around the impact of
long-term Covid-19 infections, delayed diagnoses
across a range of health concerns, and the ability
for elective services to recover from the backlog
of elective procedures,(78) all add to the difficulty
in predicting the impact Covid-19 will have
overall, and on diabetic lower limb services.
While uncertainly remains around both the
short- and longer-term effect of the pandemic
on patient outcomes and amputation rates,
we hope that this review of clinical negligence
claims provides a baseline understanding of the
pre-pandemic themes. In further assessing the
impact of Covid-19 on lower limb amputations,
it will be helpful to not only compare amputation
rates and quantitative claims data, but also
the qualitative themes within claims that
occurred during and after the pandemic.
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