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Determining the Validity, Reliability, and Predictive Value of the ‘Basic Foot Screening Checklist’ — A Primary Care Screening Tool for Identifying Foot-Ulcer Risk in People with Diabetes.
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Diabetic foot-screening instruments are many and varied although very few are validated. There is also a lack of distinction between the role of a screening tool and the role of assessment instruments, which are used by specialist health care professionals for diagnostic purposes. The purpose of this study was to validate a screening tool used by generalist health care workers in Western Australia who deliver primary diabetes education and care at the community level.

The National Footcare Training Program and the Basic Foot Screening Checklist were developed as an outcome of the Australian National Diabetes Strategy in 1998, as a strategy to increase community foot examination for people with diabetes. This study evaluated the validity, reliability and predictive value of this population-screening tool. The study was prospective with a community-based cohort consisting of five hundred people with Type 2 diabetes and Impaired Glucose Tolerance, recruited via community education programs and community advertising. Five hundred participants had their feet screened by a generalist foot screener, followed with a more comprehensive assessment by a specialist podiatrist to enable the sensitivity, specificity and positive-predictive value of the screening tool to be assessed. One hundred and twelve of the 500 participants had their feet screened by two foot screeners, as well as the specialist podiatrist, for the reliability calculation. Reliability was measured by performing a Kappa analysis. 

The study found that the Basic Foot Screening Checklist was not a valid screening tool in the current form and when used by generalist health professionals the tool might not provide sufficiently valid or reliable test outcomes. Overall sensitivity of the test when performed by generalists was found to be 54% (95% CI 50%-58%); specificity was 77% (95% CI 73%-81%) with a positive-predictive value of 82% (95% CI 79%-85%). The study revealed that generalists were able to perform individual tests with good sensitivity and specificity, however, when required to interpret their findings to classify risk they performed poorly. Overall reliability of the test when performed by generalists was poor; kappa value = 0.35 (95% CI 0.17-0.53).

Screening for foot-ulcer risk factors in people with diabetes is essential, however, the preferred tool must be valid and reliable. The poor validity finding in this study is likely to have occurred because screeners were unable to adequately interpret the test findings to form accurate risk-classification outcomes. This problem will be overcome by incorporating a decision algorithm within the tool. In addition, screener competence and reliability will be improved by developing a structured quality assessment process for monitoring competency on completion of the initial foot screener training. The decision algorithm and the competency-based assessment of foot screeners are currently in the development stage. Once completed the Basic Foot Screening Checklist should provide valid and reliable screening outcomes, essential for a successful diabetic foot-disease management program.
