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“R&D Guidance of Artificial Heart” was drafted and approved by the joint committee held on Feb
13, 2023. It is to revise and completely replace “R&D Guideline for Innovative Implantable
Artificial Heart Systems, 2007
A working group (WG) was organized to draft the guidance with 10 experts from academia, industry
and clinical institutions. Five meetings were held to draft the revised guidance as well as the
annual report with minutes of the meetings, technology trend and adverse events surveys
The revised guidance compliments “Evaluation Indices of Implantable Vascular Assist Systems”
which was also revised at the same period. Scope of the draft guidance is defined as ‘design,
development and in vitro evaluation of artificial hearts (mainly implantable Vascular Assist
Systems).’ It is also stated that ‘this document can also be referenced in the design,
development and in vitro evaluation of blood pumps and other mechanical blood circulation device
other than artificial hearts, for example blood pumps for Extracorporeal Membrane Oxygenation
(ECMO) and artificial cardiopulmonary systems.’  This draft guidance annexes multiple examples
of in vitro blood compatibility tests (hemolysis, clot formation) and reliability (long term

durability) tests



