®
E‘ HOB Evaluating the Efficacy of a Combined Air and Fiber-Filled Heel Protector for the Prevention of Heel Pressure Injuries

Premarket Validation Trial Conducted in a Simulated Acute Care Setting
Premarket Product Validation Trial Project

® Introduction = Results = Conclusion

Prior to releasing new products to the market, EHOB rigorously evaluates and validates
them to ensure they are clinically safe and effective for clinicians and patients when used
as indicated. An evaluation plan is developed to address each user need that has been

Based on the premarket validation evaluation and lab
testing results the TruVue Air Heel Protector meets the
identified user needs and passed the required validation
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The clinicians applied bilateral TruVue Air Heel Protectors to each participant

following the product's instructions for use. Each participant then remained in a
supine position with the head of the bed elevated for 2 hours, followed by 2 hours
in a side-lying position. After each 2-hour period, clinicians verified offloading, Dual- Intuitive Customizable Cost
assessed the skin of the lower extremities, conducted goniometric testing to @ Technology M Design Fit Effective
evaluate hip rotation (supine position only), and asked participants a series of
questions about their experience.
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