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Development of a Core Outcome
Set for Studies Assessing
Interventions for Diabetes-
Related Foot Ulceration
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OBJECTIVE

Diabetes affects 537 million people globally, with 34% expected to develop foot
ulceration in their lifetime. Diabetes-related foot ulceration causes strain on
health care systems worldwide, necessitating provision of high-quality evidence
to guide their management. Given heterogeneity of reported outcomes, a core
outcome set (COS) was developed to standardize outcome measures in studies
assessing treatments for diabetes-related foot ulceration.

RESEARCH DESIGN AND METHODS

The COS was developed using Core Outcome Measures in Effectiveness Trials
(COMET) methodology. A systematic review and patient interviews generated a
long list of outcomes that were rated by patients and experts using a nine-point
Likert scale (from 1 [not important] to 9 [critical]) in the first round of the Delphi
survey. Based on predefined criteria, outcomes without consensus were repriori-
tized in a second Delphi round. Critical outcomes and those without consensus
after two Delphi rounds were discussed in the consensus meeting where the COS
was ratified.

RESULTS

The systematic review and patient interviews generated 103 candidate outcomes. The
two consecutive Delphi rounds were completed by 336 and 176 respondents, resulting
in an overall second round response rate of 52%. Of 37 outcomes discussed in the con-
sensus meeting (22 critical and 15 without consensus after the second round), 8 formed
the COS: wound healing, time to healing, new/recurrent ulceration, infection, major
amputation, minor amputation, health-related quality of life, and mortality.

CONCLUSIONS

The proposed COS for studies assessing treatments for diabetes-related foot ul-
ceration was developed using COMET methodology. Its adoption by the research
community will facilitate assessment of comparative effectiveness of current and
evolving interventions.

Diabetes is a global public health concern, currently affecting 537 million people
worldwide (1) and directly resulting in more than one million deaths annually (2).
In addition to major cardiovascular, renal, and eye disease, people with diabetes
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