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This study is being conducted with the aim of expanding the presence in the U.S. market for
the non-wearable transfer support device “Transfer Support Robot Hug,” a product of Fuji Corporation.
In the U.S. home care setting, there are many instances where a caregiver has to perform transfer
tasks alone, and physical burdens such as back pain have become a serious issue. In response to such
challenges, Hug, which does not require a harness and allows the care recipient to stand up with
natural movement, is a product that can greatly contribute to improving the quality of life in home
care.
In this study, the focus was on overcoming barriers to marketing in the U.S., by implementing the
following key items.
Initially, Hug has already received international standard certifications and FDA registration: By
implementing design modifications and compatibility evaluations of Hug, it has acquired international
standards concerning electrical safety and electromagnetic compatibility. To expand into the United
States, they established a quality management system compliant with the U.S. medical device
regulations (21 CFR Part 820, QSR), and completed registration as an FDA Class I device. As a result,
a system enabling legal sales in the U.S. was established
Next, the establishment of manufacturing and mass production system: Set up manufacturing and
management systems based on QSR, and built measures for future mass production. Furthermore, we
explored the possibility of local production in the future.
As part of our market expansion and awareness activity, we participated in “Medtrade 2025,” one of
the largest home healthcare exhibitions in the United States, where we engaged with several
distributors and gathered information on nursing care product in the US market. Visitors highly rated
Hug design, compactness, and operability, allowing us to practically verify the market need for its
commercialization. Additionally, we conducted activities such as making the website available in
English to disseminate extensive information.
Through these activity, challenges such as understanding local needs and improvement directions, the
necessity to cater to the physique of U.S. users, and the difficulty of product adoption under the
insurance system have also been clarified. To address this, we plan to examine improved machines with
considerations such as expanding the weight restrictions
As a result of the entire research, practical and institutional preparations to enhance adaptability

to the U.S. market were completed, allowing for the launch of the product
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The significance of this research lies not only in the mere export of product but also in ensuring
the safety and effectiveness of product from the perspective of international standards, and in
establishing a QMS framework that aligns with the US system. Additionally, the understanding of market
characteristics and corresponding challenges essential for global expansion advanced through business
discussions at exhibitions and feedback from users, which is considered an important asset in the
future dissemination strategy of Japanese nursing care product

Even after the completion of research, we plan to gradually expand sales channels, conduct local
proof of concept, and respond to the U.S. insurance system, with the view of starting full-scale

sales in the fiscal year 2026 and beyond.
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