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Saturday, 29 August 2015, 4:00 pm -5:00 pm
The presentation will be in Japanese. Questions can be asked in English.
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Medical Library, The University of Tokyo
Conference room 310 (Medical Library 3F)
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Dr. Minoru Ono
Professor, Department of Cardiovascular Surgery, The University of Tokyo Hospital
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€ The Department of Cardiovascular Surgery of the University of Tokyo Hospital has been acting as
lead investigation facility for the pediatric ventricular assist device “Berlin Heart Excor”. Excellent
results in trials with nine patients have prompted governmental approval in Japan.

€ There was no other similar device for hemodynamic support exceeding one month of children with
advanced heart failure before the approval of this device.

€ Pediatric heart transplantation became a possibility thanks to the revision of the brain-death law in
Japan in 2010. However, the waiting period is highly likely to exceed two years. Berlin Heart Excor will
enable pediatric patients to await a longer period for a transplant, and this may give a chance of being
weaned from the device due to recovery of their own heart function.
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A physician-directed clinical trial of the pediatric ventricular assist device “Berlin Heart Excor” started
in 2011 at the University of Tokyo Hospital (lead investigation facility), Osaka University and the
National Cardiovascular Research Center. This trial was for pediatric patients with advance heart failure
who needed heart transplantation or had an equivalent severe condition. Initial enrollment was planned
for three patients. Nine patients were eventually implanted with this device, because continued access
enrollment and compassionate use of medical devices still under trial were approved by the government
for the first time. The device was approved for use in Japan after excellent results showing that the
average support duration exceeded 250 days with all patients alive. No similar device in Japan is capable
of providing hemodynamic support exceeding one month in pediatric patients and this device is expected
to provide long-term support for pediatric patients waiting for a heart transplant in Japan. Long-term
support using this device may also provide a chance for pediatric patients to recover their own heart
function with the aid of pharmacological therapy and/or regenerative medicine.
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Professor, Department of Cardiovascular Surgery, The University of Tokyo Hospital
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