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Position Summary :
We are seeking engineers capable of leading design and development from a reliability engineering perspective for medical
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devices. In addition to technical expertise in design and verification you will lead the design transfer to manufacturing
contractors and be extensively involved in process design. Furthermore you will drive improvements in product reliability by
analyzing complained products in the market and feeding the findings back into design and development. We expect you to
deliver innovative medical devices to the market with a broad perspective combining both technical expertise and project
management skills.
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Responsibilities :

- Write review and maintain documentation of processes required for device quality management system especially in
Design Development

+ Work closely with a global multidisciplinary team to oversee user/product requirement risk analysis verification validation
etc.

+ Maintain working knowledge of current regulations standards and guidance related to quality management systems and
medical devices.

- Perform reliability testing for medical devices. Reliability tests include stress test shelf life test shipping test and
environmental test if necessary.

+ Perform hands on product testing for medical devices.

- Perform design transfer activities in design control of medical device development.

- Analysis and investigation of Complaints and defective products.
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Qualifications

Required :

- A minimum of a bachelor’s degree in science engineering or a related field.

At least 2+ years of experience and knowledge of relevant medical device industry. Candidates with more experience will be
considered for a senior position

- Medical device engineering skills (design development technical documentation product handling root cause analysis
analysis of data and risk management)

- Thorough knowledge is expected of ISO 13485 and MHLW MO 169.

- Thorough knowledge of regulatory standards such as ISO 14971 ISO and IEC.

- Experience in production technologies (manufacturing processes process control)

- Excellent verbal and written communication skills and ability to read write and speak Japanese.

- Ability of basic reading comprehension writing and understanding skills of English documents as well as conversational
communication skills.

Preferred :

- Experience in excellent communicating in English with internal stakeholders and ability of reading comprehension writing
and understand is strongly preferred.

- Hands on experience with reliability testing and design transfer in medical device development.
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Desired Skills and Attributes :

- Strong teamwork and collaboration skills with other departments

- Logical problem solving abilities for technical challenges

- A passion for exploring new technologies and innovative thinking

- Understanding of medical field needs with a commitment to safety and efficiency in product development
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