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Clinical Summary

New Survival Data: The On-X Mitral Heart Valve Demonstrates
Excellent Survival in Large Landmark Study for Mechanical

Mitral Valves

The Prospective Randomized On-X Anticoagulation Clinical Trial (PROACT) Mitral Trial' is one of
the largest studies ever conducted with mechanical mitral valves involving 401 patients (mean

age 55 y/o) at 44 North American centers.

PROACT Mitral represents the most

contemporary evidence on performance and

anticoagulation for any mechanical mitral valve. Due to its size and scope, a similar study

is likely to never be repeated.

Key Takeaways

«The PROACT Mitral Study data
showed patients with standard-dose
anticoagulation had excellent survival
rates of 99.5% at 1 year, 94% at 3 years
and 91% at 5 years (Figure 1)

* These results also complement other
large-scale analysis such as Goldstone
et al? that show in patients up to 70 years
of age, mechanical mitral valves have
a survival benefit at 15 years over tissue
valves. (Figure 2)

 This evidence continues to support the
2020 AHA/ACC and 2021 ESC/EACTS
Guidelines,®** which recommend the use
of a mechanical mitral prosthesis for
patients < 65 y/o.

Conclusion
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The On-X Mitral Heart Valve, which is engineered for exceptional clinical performance, now has
the most robust body of evidence supporting its use as demonstrated by the low mortality rates

in PROACT Mitral.

On-X Heart Mitral Valves should be managed at current guideline recommendations of
2.5-35INR.
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