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In 2016, while holding a regular meeting once or twice a month, The Jikei University School
of Medicine, PENTAS Inc., and Allm Inc. had prepared for the Investigator-initiated Clinical
Trial which started from next fiscal year. It is mainly conducted by The Jikei University. We
prepared products, built a structure, and made Protocol and an application documents to the
Institutional Review Board (IRB) of The Jikei University.

First, PENTAS Inc. and Allm Inc. had finished final phase of stent and CFD software
development. Then they manufactured products for the clinical trial. Since the stent
prototype was completed meeting safety and performance as designed, PENTAS started

manufacturing multiple sizes of the products for evaluation.

Regarding CFD software, after release of alpha version on September 2016, interviews on
doctors and researchers in the Jikei University were conducted at the regular meeting on
November to evaluate alpha version. Considering feedback, Editor, CFD, and Viewer
functions were modified and additionally developed. Beta version was released on March 2017.
Also in the first half year of 2016, Allm Inc. had transferred CFD software related rights to
PENTAS Inc.



To build the structure of organization, a clinical trial team and a Coordinating Committee
were established inside The Jikei University to conduct the Investigator-initiated Clinical
Trial. The Coordinating Committee received proposals of content and price of the clinical trial
from two contract research organizations and selected one of them. Moreover an advisory
contract on the operation of business was signed with Clinical Research, Innovation and

Education Center, Tohoku University Hospital.

After pre-consultation meeting with PMDA, the first Clinical Trial Protocol was completed,
which is the first Protocol combined domestic stent with software for The Investigator-
initiated Clinical Trial in Japan. Since it allows to evaluate both Feasibility Study and Pivotal
Study, single arm two stage design was adopted. An operation procedure which fully ensures
the safety is added to the clinical trial design and 19 cases (22 provisional cases) were
registered.

Afterwards, The Jikei University, PENTAS Inc. and Allm Inc. attended PMDA trial protocol
consultation and received advices. Considering those advices, they made the final draft of the

clinical trial protocol along with an application document to the IRB and obtained approval
from the IRB of The Jikei University.
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