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What is the 
problem?

• Pressure ulcers are caused by sitting/lying in one position or being 
unable to move a part of the body.

• They cause pain, discomfort and distress to patients, leading to reduced 
quality of life and sometimes death. 

• After the sacrum, the heel is frequently reported as the second most 
common site for the development of pressure ulcers, as well as the site 
where the most severe pressure ulcers tend to develop (Greenwood 
2020) and can be some of the most difficult to heal. 

• People with a hip fracture are at high risk of heel pressure ulcer 
development due to:

• difficulty moving their affected leg 

• use of the opposite heel when pushing themselves up/moving in 
bed.

• factors which lead to hip fractures are also risks for pressure ulcer 
development for example frailty.

• A heel PU in a patient with a hip fracture can cause added problems as 
they take a long time to heal (often months) reducing mobility, affecting 
the shoes they are able to wear and increasing their time to start 
walking again.



How can we prevent heel PUs?

• Off-loading devices may be effective at reducing heel PUs but there are issues relating to clinical utility. 

• Constant Low Pressure (CLP) devices have clinical utility, but their effectiveness as an adjunct to standard 
care is not known. 

There is a wide range of devices available for the prevention of heel PUs, but limited evidence. 
A Systematic Review (In Press) found that: 

• Standard care can also differ vastly and is rarely reported

Whilst available in the NHS, the use of heel specific devices for prevention is not 
common even in high-risk patient populations. 
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Trial design:
Pragmatic, multi-centre, 

randomised, 3 arm 
parallel group trial with 
embedded economic 

evaluation and internal 
pilot.

SETTING: the trial will be embedded within the World 
Hip Trauma Evaluation (WHiTE) Platform trials 
framework in 30 pre-established hip fracture centres. 
INCLUSION:

• a) patients aged 60 years or over

• b) admitted with a fracture of the hip within the 
previous 48 hours

• c) provide informed written consent or consultee 
agreement

EXCLUSION:

• a) heel off-loading or CLP device already in-situ

• b) existing Cat 2-4 or Unstageable PU on either heel

• c) contra-indication to the interventions



Recruitment

3102 patients (1034 per group)



Outcomes

• Primary objective: 
• Compare the incidence of new Cat≥2 heel PUs (from randomisation to hospital discharge or 30 days, 

whichever is earlier) 

• Secondary objectives:

• i) Compare the incidence of new Cat≥1 heel PUs from randomisation to hospital discharge or 30 days

• ii) Progression of a Cat≥1 heel PUs to a higher Category up to 4 months post-diagnosis of hip fracture

• iii) Safety events including: incidence of new Cat≥2 PU on any other area of the body, falls and device 
related adverse events up to discharge or 30 days.

• iv) Core outcomes for hip fracture patients including: health-related quality of life, subjective walking 
performance, residential status and other complications at 4 months post-diagnosis of hip fracture

• v) Healthcare resource use and comparative cost effectiveness up to 4 months post-diagnosis of hip 
fracture



Timescales

Total 36 months:

5 months set-up under WHiTE Platform 

January 2023- June 2023: 6-month internal 
pilot in 6 centres

July 2023-September 2024:  full 
recruitment in 24 additional centres

October 2024- February 2025: follow up
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