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Why would you want to?



Marion Kerr 2017



How do we know what works?



Hierarchy of evidence
Systematic 

reviews/ 
meta-analyses

Randomised
controlled trials

Cohort studies

Case control studies

Case series/reports



How much evidence is there?
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What evidence exists for the management 
of diabetic foot disease?

Diab Metab Res Rev, 2016 Suppl 1



Effectiveness of interventions to enhance healing of
chronic ulcers of the foot in diabetes: a systematic

review



1. Debridement and wound 
bed preparation: 

sharp debridement, larvae

2. Wound bed preparation 
using antiseptics, 
applications and dressing             

products 3 Resection of the     
chronic wound 

4. Oxygen and 
other gases

5. Compression or 
negative pressure 
wound therapy 

6. Products designed to 
correct aspects of wound 
biochemistry and cell 
biology associated with 
impaired wound healing

8. Bioengineered 
skin and skin 
grafts

7. Application of cells, 
including platelets and 
stem cells, and growth 
factors

9. Electrical, electromagnetic, 
lasers, shockwaves and 
ultrasound

10. Other 
systemic 
therapies 



2008
2155 identified

61 included

2012
1309 identified

43 included

33 papers 
included

2168 papers 
screned



Quality of evidence
“Overall low evidence base for the assessment 

of interventions: poor trial design and 
reporting”



• Only 25 studies 
were randomised

• Only 5 studies 
scored 6 or more 



• Only 6 studies 
were blinded



• Only 6 studies 
were blinded
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Offloading

Armstrong et al, D Care 2005 
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What was the usual care?



• Only 6 studies 
were blinded

• Baseline 
characteristics:

• Ulcer area 
missing in 14 

studies

• No mention of 
arterial status in 

16 (unclear 
methodology 

even in those 

that did)

Description of standard care very poor.
• “Standard wound care”

• Offloading : 3 (bed rest 1, post-op shoe 1)
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Reporting standards of studies and papers on the prevention 
and management of foot ulcers in diabetes: required details 
and markers of good quality
William J Jeff coate, Sicco A Bus, Frances L Game, Robert J Hinchliff e, Patricia E Price, Nicolaas C Schaper, on behalf of the International Working 
Group on the Diabetic Foot and the European Wound Management Association

The evidence base for many aspects of the management of foot ulcers in people with diabetes is weak, and good-
quality research, especially relating to studies of direct relevance to routine clinical care, is needed. In this paper, we 
summarise the core details required in the planning and reporting of intervention studies in the prevention and 
management of diabetic foot ulcers, including studies that focus on off -loading, stimulation of wound healing, 
peripheral artery disease, and infection. We highlight aspects of trial design, conduct, and reporting that should be 
taken into account to minimise bias and improve quality. We also provide a 21-point checklist for researchers and for 
readers who assess the quality of published work.

Introduction
Foot ulcers pose an enormous problem for people with 
diabetes,1 and their prevention and management are 
undermined by the scarcity of evidence on which to base 
treatment choices. Many systematic reviews2–7 have 
repeatedly drawn attention to the urgent need for higher-
quality studies in both prevention and management. 
Despite this call for action and the escalating size of the 
clinical problem, the number of reports of high-quality 
research into interventions for diabetic foot ulcers has 
remained low.2–6

There is no shortage of guidance available on the 
general principles of trial design, conduct, and reporting, 
and researchers are already encouraged to use one of 
several checklists when planning and conducting their 
research. These include the CONSORT statement for 
randomised trials,8 STROBE for epidemiological 
studies,9 and PRISMA for systematic reviews and meta-
analyses.10 Systems for scoring studies of diff erent 
design11 and guidance on the assessment of published 
evidence—notably, the GRADE system12—also exist. 
These principles have been incorporated into two 
guidance documents for studies of chronic wounds 
published by the European Wound Management 
Association (EWMA),13,14 but no guidelines have so far 
been produced that are specifi c for studies in the 
complex clinical area of foot ulcers in diabetes. Part of 
the reason for this lies in the large number of overlapping 
processes involved in the development and presentation 
of foot ulcers and in their protracted healing, and their 
eff ects on all aspects of trial design.

Therefore, in this paper, we outline standards for the 
design and reporting of studies of foot ulcers in diabetes, 
although this paper is intended to be read in conjunction 
with the less specifi c reports published by the EWMA.13,14 
These standards are directed at those who design and 
undertake the research, and those who read and assess 
the reports. We hope that by defi ning the criteria that 
need to be specifi ed in research articles, this paper will 
lead to an improvement in the quality of the research 

conducted and submitted for publication. Finally, 
through doing repeated systematic reviews, we found 
that existing tools for assessing the literature do not fully 
meet the needs of research in this complex clinical area; 
therefore, we also include a checklist as both a guide to 
authors and a tool for readers to assess the quality of 
reported work.

This defi nition of standards for the design and 
reporting of research into disease of the foot in diabetes 
is limited to interventions designed to improve either 
the prevention or the management of foot ulcers, and 
excludes other forms of diabetic foot disease. Although 
consideration is given to studies targeting diff erent 
pathogenic factors (eg, neuropathy, deformity, peripheral 
artery disease, and infection), we primarily focus on 
research that is of direct clinical relevance. These 
guidelines do not include work on specifi c underlying 
biological mechanisms or processes, observational (non-
interventional) research, or work in animal models. The 
paper is also limited to studies of effi  cacy and 
eff ectiveness, and does not consider health-economic 
aspects.

Core details for reports of intervention studies
Many details should be documented in intervention 
studies, but they vary depending on the specifi c area of 
research. They also vary between studies of ulcer 
prevention and management (table 1), and between 
studies concerning off -loading, associated peripheral 
artery disease, and infection (table 2). The details of 
studies can be divided into those relating to the 
population (whether of the person, the limb, or the 
ulcer), interventions, and outcomes, and they will vary 
according to the primary objective or area of interest of 
the study. The items listed in tables 1–2 should be 
considered as essential for inclusion in reports, even 
though the detail for each report will vary with the study 
type. Failure to include some or many of these details is 
the reason that so few high-quality papers have been 
identifi ed in systematic reviews.2–7

















21 point checklist



21 point checklist



Quality of evidence : 2016
“Overall low evidence base for the assessment of 

interventions: poor trial design and reporting”

Quality of evidence : 2020
“Overall good evidence base for the assessment of 

interventions: poor trial design and reporting”
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