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https://www.careercross.com/company/detail-184450

Position Summary :

We are seeking an engineer who can lead the design transfer process ensuring the smooth transition of developed medical
devices to Contract Manufacturing Organizations (CMOs) . In this position you will lead reliability design and design
verification based on risk analysis driving the assurance of product quality and reliability while facilitating an efficient transfer
to manufacturing partners. You will also collaborate globally with teams at our European development site to advance
projects and contribute to continuous product improvement through the analysis of market complaints and feedback into the
development process.
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Responsibilities :

- Lead design transfer activities ensuring the smooth technical transfer of developed products to CMOs

- Plan and execute reliability design and design verification based on risk analysis results

- Create review and maintain process documentation required for the medical device quality management system
particularly in design and development

- Collaborate with global cross - functional teams to drive user/product requirements risk analysis verification and validation
activities

- Conduct reliability testing for medical devices including stress tests shelf - life tests shipping tests and environmental tests
- Perform design verification testing for medical devices

- Engage in technical communication with manufacturing contractors and contribute to process design

+ Analyze complaints and defective products and propose improvements
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Required :

- Bachelor’s degree or higher in science engineering or a related field

- Minimum of 2 years of experience and knowledge in the relevant medical device industry
(Candidates with more extensive experience will be considered for a senior position)

- Practical experience in design transfer or equivalent technical transfer activities

- Medical device engineering skills (design and development technical documentation product handling root cause

analysis data analysis and risk management)

- Knowledge of ISO 13485 and MHLW Ministerial Ordinance 169

- Knowledge of ISO 14971 and related ISO/IEC regulatory standards

- Experience in production technologies (manufacturing processes and process control)

- Communication skills sufficient to lead meetings and drive technical discussions in English
- Ability to read write and understand technical documents in English

- Excellent verbal and written communication skills in Japanese

Preferred :

- Strongly preferred: excellent communication experience in English with internal stakeholders along with strong reading
writing and comprehension skills

+ Hands on experience with reliability testing and design transfer in medical device development

- Experience collaborating with global teams in English

- Practical experience in reliability testing and design transfer in medical device development

- Experience working with CMOs or engaging in technical discussions with external manufacturing partners
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Desired Skills and Attributes :

- Able to collaborate effectively with other departments and external partners valuing strong teamwork

- Able to approach technical challenges logically and derive effective solutions

+ Flexible and proactive in adapting to new technologies and processes with a strong willingness to learn

- Passionate about developing products that balance safety and efficiency based on an understanding of medical field needs
- Positive and engaged in communication within a global environment
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