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Medical divices

Seeds of innovative pharmaceuticals and medical devices from Osaka University

Safety and efficacy clinical study of application of human fresh
decellularized heart valve from heart transplant recipient heart

Department of Cardiovascular Surgery,
Graduate School of Medicine

Investigators
Professor Yoshiki Sawa,
Endowed Chair Associate Professor Takayoshi Ueno

M Synopsis

Fresh decellularized heart valves are better tolerated than other known alternatives, and
they have potential for regeneration. Extensive animal studies, including immunological
and toxicological analyses, show that the implanted valve is well tolerated and
recellularized by the recipient. The purpose of this research is to evaluate the safety and
efficacy of the valves originated from heart transplant recipient heart, and the goal is to
get a marketing authorization approval in Japan after an investigator initiated clinical trial.

Non clinical study Overseas Clinical study Result

Extensive animal studies have shown that the implanted
valve is well tolerated and recellularized by the recipient.

Conducted by the Hannover

Outline of the trial medical school, Germany
Road map for registration

In preparation for the investigator initiated clinical trial,
we had PMDA consultation regarding quality control of
fresh decellularized heart valves on October 6™ 2015.

Target population : Patients requiring replacement for natural semilunar heart valve.

Patent information : Corlife oHG, Hannover, Germany
Collaboration with enterprises : import and sale, license out
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