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Development of Medical Devices through Collaboration between Medicine and

Industry
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Development and global sales promotion of double arm type sugical assisit

system to reduce surgent fatigue
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The goals of this project in 2016 is to verify needs of doctors in the United States,
which is the 1st target of the global market, to make the development specification,
and to develop the 1st prototype.

And it is also to investigate US medical market and the FDA approval, to contact with
sales partner candidates and to plan the sales strategy.

1) 1st proto type for iArmS global model
@D Tt is completed to make the product development specification, including to soluve
problems for the current iArmS in a clinical site and comply the global electric safety
standard and so on.
@ Based on the specification, the 0.5th proto type, the element mechanism design,

with cost down idea was built. And Shinshu University and Tokyo Women’ s Medical
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College evaluated the element technology (0.5th proto type) for 1st proto type.

@3 Based on the 0.5" proto type evaluation, 1st proto type for iArmS global model,
which is double arm with the chair model is designed. the 1st prototype was completed
by the end of March. And Shinshu University, Tokyo Women s Medical College, and
another parties were evaluated that

@ Shinshu University develop the special attachment of iArmS for endoscopic
neurosurgery. And we evaluate the efficacy of this device in non-clinical
application.

(® About the safety force sensor, the require specification was submitted from DENSO
toWACOH-TECH Inc. and the development examination was started. In order to change
the sensor microcomputer for calculation power, the software to detect the problem
was ported to new CPU, and evaluation test was completed

2) Clinical evaluation by overseas doctor with current iArmS

@D Clinical evaluation by KOL in USA
When he visited Japan, we had non—clinical evaluation and interviews with him and
the requests and improvement were listed
After improved the iArmS to achive his request, we visit USA with the doctor in Shinshu
University and Tokyo Women s Medical College. After explanation and training to US
doctors, some clinical evaluation were done by US KOLs
As a result, we got good evaluation for usefulness

@ Non—clinical evaluation with microscope by Chinese doctors
We did the usability evaluation of non—clinical with the super-microscope by doctors
in China, together with Mitakakouki. For that results, all doctors who tried iArmS

were really iterested in that, and they would like to use under the super micro surgery.

3) We investigate global market (espciall US market) by the following:
(D For US market investigation, we asked famous research & consulting company to pick
up several partner candidates which had sales routes to neurosurgery and the

otorhinolaryngology hospitals in US and were interested in iArmS.

We had interview to US distiributorof Mitaka sugical microscope.
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After iArmS demo, we asked US medical device market (the esitimated market size,

effective sales route and also differnce between US and Japan market) to the

consultunt, who knows well US and Japan medical device business well

@ After iArmS demo, we got the advice from CTO of medical device venture companyu
who has a lot of experience of surgical assist robot system business

® After iArmS demo, we got the advice of US marketing with the view from medical

asppect, from Japanese medical doctor who is an university staff in US, and related

also to the medical equipment development

4) To make clear how to apply/get FDA clearance, we asked some FDA consultant companies
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They adviced us about classify medical equipment of iArmS and so on.

We reconstructed our global strategy from the result

5) For intellectual property strategy, we developed new iArmS based on the patents which

III.
(1)

were applyed iArmS system or force sensor before. We did not apply new patent in 2016.
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