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(Background)

While the survival rate for patients with acute myocardial infarction has improved along with the
progress of emergency medical care, the number of patients with post-infarction heart failure has
increased. Despite the advances in medicinal treatments such as beta blockers and ACE
inhibitors/ARB as well as surgical treatments such as ventricular assist devices, their effectiveness in
treating heart failure is still insufficient. Expectations have been placed on regenerative medicine but
these are still uncertain. Along with the increasing senior population of society, the number of heart

failure patients and their costs continue to rise worldwide, making it an social problem.

(Goal)
There is an urgent need to develop new treatment methods to prevent heart failure after myocardial
infarction. This issue is very important for reducing medical costs. The aim of this study was to develop
a novel treatment for acute myocardial infarction that can reduces the infarct size and suppresses the

development of heart failure.



(Novelty)
The National Cerebral and Cardiovascular Center (‘NCVC”) and Adriakaim (formerly of the Olympus
Group) developed a percutaneous intravascular nerve stimulation system to stimulate the cardiac
branches of vagus nerve minimally invasively during the acute phase of myocardial infarction. We
showed that short-term intravascular vagus nerve stimulation after coronary reperfusion reduced

infarction size through anti-inflammatory effects.

(Characteristics)
Low-cost, minimally invasive percutaneous intravascular vagus nerve stimulation system for use in the

clinical settings of acute myocardial infarction, to prevent expansion of the infarcted area.

(Development items)
(1) Further elucidation of the mechanism of cardioprotection by vagus nerve stimulation and search for
optimal stimulus conditions (NCVC)
(2) Establishment of a clinical trial implementation system and formulation of a clinical trial protocol
(NCVC)
(3) Performance and safety studies of therapeutic devices (Adria, NCVC)
(4) Manufacture of test products (Adria)

(Conclusion)

During the research and development period, we established a manufacturing process for market launch
and completed the acquisition of all the evidence required for clinical trial applications using the test
products manufactured there.

In addition, we established a system to promote clinical trials of this therapeutic device within the
National Cerebral and Cardiovascular Center, completed the development of an exploratory clinical trial
protocol, and received an official consultation at the PMDA.

We believe that we have achieved the results as originally planned, and that significant progress has been

made that will allow us to move to an exploratory clinical trial, or FIH, in FY2022.
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