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PMDA(3F¥3) Approves Jarvik 2000 Heart in Japan

NEW YORK, New York December 5, 2013. JARVIK HEART, Inc., a
privately-held company that develops and manufactures cardiac assist
devices, announced that the Japanese Pharmaceuticals and Medical
Devices Agency (PMDA)(G¥2) has granted approval to the Shonin (or
pre-market approval) application submitted by Century Medical, Inc.,
(CMI) for the Jarvik 2000 Heart, a small Left Ventricular Assist Device
(LVAD) implanted inside the natural heart. CMlI is the exclusive distributor
of the Jarvik 2000 in Japan. Shonin approval was granted on November
22, 2013, following the PMDA'’s review of data on Japanese and U.S.
clinical trials with the device. In Japan, where there is an extended
waiting time for donors, patients have been supported long term by the
Jarvik 2000, for up to four years, and then have been successfully
transplanted once a donor heart has become available.
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