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Introduction

• Diabetes affects 4.5million adults in UK

• 25% lifetime ulcer risk; 2.5% (112,500) 
have a DFU at any one time

• Significant financial burden on NHS

– 2014/15 £1billion spent on DFU healing

– Additional societal costs



Introduction

• Delayed healing is associated with adverse events:

• NDFA 2014-17 data1

– Alive and ulcer free at 12 weeks: 48.2%

– Alive and ulcer free at 24 weeks: 65.5%

• Healing by 50% at 4 weeks is a predictor of outcome

– Failure associated with only 9-30% healing at 12 weeks

1. National Diabetes Foot Care Audit Report 2014-2017. https://files.digital.nhs.uk/pdf/e/9/ndfa-3ar-rep.pdf 



Factors Associated with Non-Healing

1. National Diabetes Foot Care Audit Report 2014-2017. https://files.digital.nhs.uk/pdf/e/9/ndfa-3ar-rep.pdf 



Ischaemia

• Questions:

– How do we identify ischaemia?

– Who benefits from revascularisation?

– What’s the best method of revascularisation?
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Selecting Benefit from Revascularisation

• WIfI score

– Wound size/depth; gangrene

– Ischaemia (ABI, ASP, TP/TcPO2)

– foot Infection

• Internal and external validation

– Only 4 papers with >75% population DFUs

– Not validated in UK cohort



Ischaemia

• Questions:

– How do we identify ischaemia?

• Toes pressure/vascular imaging

– Who benefits from revascularisation?

• ?WIfI

– What’s the best method of revascularisation?

• Basil-2



What’s New in Wound Management 

• Traditionally trials of DFU wound care poor quality

– Industry led

– Heterogeneous or very selected populations

– Limited to 12 weeks

– Limited relevance of endpoints (Wound area reduction)



• Inclusion:

– ABPI <0.9 or TBI <0.7

– Toe pressure >50mmHg

– HbA1C <10%

• Exclusion:

– Heel ulcers

– Ulcers <1.0cm2

– Infected ulcers

– Healing >30% in 2 week run-in (using control dressing)

43 centres in 5 countries

Median number -
3/centre



• No difference in:

– Infection

– Adverse events

• Consider in neuro-ischaemic 

patients healing <50% at 4 weeks

Healing at 20 weeks:
Control 30%

UrgoStart 48%



• Inclusion:

– ABPI 0.5-1.40

– Wound 50-1000mm2

– HbA1C <12%

• Exclusion:

– Infected ulcers

– Revascularisation within 4 weeks

– Growth factors within 8 weeks

– Healing >50% in 4 week run-in 

32 centres in 3 countries

Median number 18 reg,
8 randomised/centre



Healing at 20 weeks:
Control 22%

Leucopatch 34%

• No difference in:
• Infection rate
• Antibiotics use
• Minor/major amputation
• Any AE/SAE

• Only 30 patients with ABPI <0.8
• 9 revascularised



What’s on the Horizon?

• NIHR HTA funded trial

• MAMS trial design

• Combinations of Versajet, NPWT and 
cadaveric dermis vs standard care

• 660 patients across 32 centres over 3 
years

• Contact midfut@leeds.ac.uk



Conclusions

• Priority is to ensure systems are in 

place to provide timely care

• Ensure ischaemia is actively 

excluded in chronic ulcers

• Re-evaluate and consider adjuvant 

wound therapies if ulcer failing to 

heal at 4 weeks

• Consider MIDFUT!


