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A modification to the delivery system for a stent to reduce the shaft outer diameter

so it could be used in a smaller sized catheter sheath introducer and therefore

permit a smaller vascular access gite

e X7 rIMEEBEHBPIELNEI T —TFLADOERDT FA V2 ERTD
A design modification to the tip of the catheter used during stent placement to
reduce the risk of the tip being snagged on the stent strut when it is being
withdrawn

o BEHLREBICIOVWTEERNEZEETS

A change in an adhesive was implemented for an invasive device

® NR—RA—H—ZONT, HFFRFICREINTZE— FHLBEBRMARIC LD ED K
HizfEbh3®— FIZEET S
For a pacemaker, a change was made to the programmed mode that the device was
shipped in to the mode that is most commonly used by the clinical investigators

o REBMBRIEREZEML, BRYPOTEILZALIES
A marker band was added to an investigational device to enhance visualization
during fluoroscopy

e AHoHiIME 6 AN 2FEIERT S
The shelf life of a device was extended from 6 months to two years
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Question Sheet

About the frame of R&D:

*

Al

When a venture company develops a completely new technique for a medical device,
and if the company has no experience of medical device development, how can it
advance the development?

> Isthere any firm which contracts for non-clinical tests?

» Does any CRO contract for whole clinical development and/or apply for
regulatory approval ?

» Or does any medical device manufacturer buy the technique from the venture
company and advance its development? If so, at which phase of R&D does it
happen?

When a new medical device is developed, how and when is the marketing strategy

planned?

When a new, high-risk device is developed, which geographical area will be chosen

for first-in-man trial? And the choice is based on what?

For a feasibility study, does FDA allow any relaxation of GCP requirements?

Is there any public or non-commercial fund available for a small venture company

to conduct clinical R&D of the medical device?

Does FDA offer any discount of the consult and/or application fees to small

companies?

ut R&D structure in academic (non-commercial) research bodies:

How about the number and the professional expertise of the staff members in the

R&D section in the academic research bodies?

» Ex. Biostatisticians, data managers, research coordinators, research nurses,
pharmacists, etc.

How do the academic research bodies get funds for R&D of medical devices?

» Is there any public or non-commercial fund available for academic research
bodies to conduct clinical R&D of the medical device?

Do some CRO offer discount rate to academic research bodies?

Is there any difference in FDA’s attitude between to academic bodies and to

commercial companies in the process of the consultation or reviewing of a new

device?

Does FDA offer any discount of the consult and/or application fees to academic



research bodies?
* How does FDA confirm the quality of the non-clinical experiments done in the
academic research bodies?

About relationship with regulato ency, etc:
Is there any difference in FDAs attitude between to academic bodies and to

commercial companies, or to hig companies and to small ventures, in the process of

the consultation or reviewing of a new device?

Which procedure is required for the academic research bodies to be supplied
medical devices for a research purpose which have not yet approved by FDA from
commercial companies?

For the clinical development of the implanted device such as LVAD, how about the
compensation system during or after the clinical trials?

> When a serious adverse event occurs during the trial?

> When a serious adverse event occurs after the trial finished but not yet
approved?

» When a serious adverse event occurs after the subject withdrew the consent?

If a medical device company which was developing a new LVAD goes into bankrupt,
and if there are the subjects who have participated in the clinical trial and have the
new LVAD implanted, how can they receive the technical support and parts supply
after that? Has the similar thing ever happened actually?
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