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Supporting the development of entrepreneurial young medical device researchers

through the biodesign method
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Objectives and Aims

This study aims to identify and cultivate entrepreneurial young researchers with the ability to drive
problem—driven development by leveraging the expertise of the “Biodesign” medical device innovation
training program. Based on the clinical and engineering knowledge of the University of Tokyo and the
expertise and networks of development support participants, we provide an “education program” and
“matching events.”

In particular , we placed strong emphasis on transforming young researchers’ ideas and seeds into
tangible medical devices and connecting them to sustainable businesses. With this in mind, we
implemented development support focusing on the following three key areas
- Establishing a needs—driven mindset
- Enhancing support systems for regulatory approval

» Providing practical commercialization support through matching

Overall Framework of Research and Development

@Cducation Program

Development Support Through the “Education Program” and “Matching Events” for Young Researchers
Education Program.

Over a two—year support period, we provided young researchers with an “Education Program” consisting
of boot camp—style lectures, case method training, and expert mentoring

@\latching Events

To provide young researchers with practical commercialization support, we organized “Matching Events”
comprising the “MedTech Salon” , “MedTech Matching” , and “MedTech Conference & Pitch” . These
events enabled young researchers to present their development ideas and access the necessary

information, personnel, and resources to advance their projects

Outcomes of the Development Support Implementation

@Lffectiveness of Development Support for Young Researchers

To assess the effectiveness of the development support, an external organization conducted progress
evaluations on the research and development projects. The evaluation was based on materials prepared
by the young researchers and covered six key areas: needs identification, market understanding,
marketing strategy, regulatory strategy, intellectual property strategy, and business strategy. Each
category was scored on a 10-point scale.

The objective evaluations throughout the program showed the following trends:

« Start of Year 1: 6.8 £ 1.0 points

« End of Year 1: 6.8 &= 1.6 points

« Start of Year 2: 7.5 £ 1.0 points

« End of the program: 8.1 = 1.0 points

Furthermore, improvements were observed across all evaluation categories, including needs
identification and marketing strategy, when comparing scores at the start and end of the program.
These results suggest that the development support had a positive impact on the business aspects of

medical device development.



@Status of Researchers After Receiving Development Support

A follow—up survey was conducted via Google Forms between August 21 and September 9, 2024, targeting
30 researchers who completed the program in FY2020, FY2021, and FY2022.

Among the 30 researchers, the funding and business development outcomes after program completion
were as follows:

Overall, 26 out of 30 researchers (86.7%) successfully obtained funding and continued their business
development efforts. 13 out of 26 researchers (50%) who secured grants or subsidies received funding

from AMED-related programs.



