Page 1 of 3

/" Morgan
< McKinley

(NEBRSA ITHAITVR] BEYZFIARY v )N | TEHFHET

BEHE

AHBNSE
E-—HY - wyFvY—

KAID
1559508

*iE
$R1T - {E5EIRIT - ERSE

ERpE
E#E

E#5ith
R 23K

w5
REBRERO L, 58

BHH
2025%10808H 00:00

BB

B
1ELE

FrUTLAL
#E - RERE L AN

HKELRIL
HEREL NI

BA&AEEL NIV
Pl

RIRPE
HARE : TS

REOEY
HATOMBHFANBLETY

BE5RE
HRNARLEOBELF —ATRELEES EHAD,

REVTFTARY YR P ELT, RELYBAORFE - REWAL. REALBEOWRNE. AV TS5 7V AEFREE THY
WEREEET, BRNRF—LEEE L. ERRMOELEEET I NALREICERTEZPUINVDOHZ RIS 3T
ER

FLBHERE

o HYURRICET IRBUB~OHBEEBOE - BE

o« KBRRDE=S Y VT L BGFHEOEBER

o« REAZTELEHZFRROKSE

o HHLE - EREEE ORERBE - i

« MEBIIHLT/O—NIL - )=DaFINF—LEDEETZIE (BEZEDOER - ZRHIGRLE)


https://www.careercross.com/company/detail-43840
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A leading global life sciences and medical technology provider is seeking a Regulatory Affairs Senior Specialist to
drive regulatory submissions, manage authority interactions, and ensure compliance with evolving regulations. This is an
excellent opportunity to support business objectives while collaborating with global teams dedicated to advancing healthcare

and medical innovation.

Key Responsibilities

Plan and manage regulatory submissions to health authorities for assigned products.
Monitor approval status and ensure timely progress of registrations.

Provide leadership with updates on regulatory changes and registration progress.
Build and maintain strong relationships with regulatory bodies and industry groups.
Collaborate with regional and global colleagues for document preparation and approvals.
Offer regulatory guidance to cross-functional teams on compliance matters.

Ensure adherence to internal quality standards and complete required training.
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Required Skills and QualificationsExperience:
« Minimum 2+ years of regulatory affairs experience with higher-risk medical devices.

Languages:
« Fluent Japanese and business-level English.

Soft Skills:

« Strong negotiation skills, ability to manage complex projects, and problem-solving mindset.

Language Requirements
« Japanese: Fluent.
« English: Business-level.

Preferred Skills & Qualifications
« Ability to work independently and adapt in fast-changing environments.
« Experience engaging with regulators and managing cross-functional projects.
« Flexible and positive approach with a proactive, solution-oriented mindset.

Why You'll Love Working Here
« Be part of a market-leading regulatory affairs team.
« High visibility with global and regional leadership.
« Collaborate across international functions and countries.
« Join a respected medical community where your expertise is valued.
« Strong benefits, flex time, and remote work options.
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