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Join a global leader in medical devices as a Quality Assurance Specialist focused on post-market product safety and
compliance. In this role, you will monitor product performance, liaise with regulators, coordinate corrective actions, and work
with global teams to ensure the highest standards of patient safety and regulatory adherence. This is a unique opportunity to
make a meaningful impact on healthcare outcomes while building your career in a respected medical technology company.

Key Responsibilities

« Evaluate safety data and product performance to determine necessary risk mitigation.

« Collaborate with internal teams, regulatory authorities, and external stakeholders to ensure timely
implementation of safety measures.

Develop and maintain procedures for safety information collection, assessment, and follow-up actions .
Review and update product labeling and instructions for use based on safety findings.

Share local safety and complaint information with global manufacturers and support investigations.
Contribute safety expertise to post-market studies and company-wide projects.
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Required Skills and Qualifications Experience:
« Minimum 3 years in quality assurance or safety management within the medical device sector .
« Proven ability to handle interactions with regulatory authorities and government officials.
« Strong English communication skills, including ability to participate in global teleconferences.

Language Requirements
« Japanese: Fluent (required for regulatory and local collaboration).
« English: Conversational to business level.

Preferred Skills & Attributes
« Knowledge of post-market surveillance, complaints handling, and safety reporting processes .
« Understanding of corrective and preventive action (CAPA) procedures; auditing experience is a plus.
« Strong analytical, problem-solving, and documentation skills.
« Ability to collaborate effectively across cross-functional teams and external stakeholders .

Why You'll Love Working Here
« Be part of a market-leading medical device company.
« High visibility and collaboration with global and regional leadership.
« Opportunity to work across international functions and markets.
« Join a respected medical community where your expertise is valued.
« Enjoy strong benefits, flex time, and remote work options.

LA

Page 2 of 3



Page 3 of 3
Morgan McKinleyldEEMIBRAM IV HILT 1 VIt E LT, SEIELER - 2HF52 ) — R 2RBARERKRE. AN
Vv YRMNELTORFIVEFTZAMEEFBU DI 28FEVELTWVWET, 1988FDAIILIE, Morgan McKinleyD %
g, TEELZEOY—ER] [HISMEOEES] NoIBETHYMITLOIETEIHRVEE] . TLTALVE X
B 2AHHT2RHELTHIONTVET,

DON—FT 4 VT ARV YR NTHBZEHAVHFILI Y RETETBICBBVEDE I W,



	【外資系医療機器】品質保証担当者｜従業員満足度が高いホワイト企業！
	募集職種
	応募必要条件
	募集要項
	スキル・資格
	会社説明


