Ii.'!l Recruitment

(1400~20005 ] *7 4

Job Information

Recruiter
JAC Recruitment Co., Ltd.

Hiring Company
HNEZARY Y T4 T7—<

Job ID
1575813

Industry
Pharmaceutical

Company Type
International Company

Job Type
Permanent Full-time

Location
Tokyo - 23 Wards

Salary
14 million yen ~ 20 million yen

Work Hours
09:00 ~ 17:30

Holidays

(BHaAIR] BHRARIZARBOIONEEINET NFE  AHBRICLY2B~148%2145 ((AB] ZEBHRZBH £ B

#8

Refreshed
February 5th, 2026 16:05

General Requirements

Career Level
Mid Career

Minimum English Level
Fluent

Minimum Japanese Level
Native

Minimum Education Level
Post Grad Degree (PHD/MBA etc)

Visa Status
Permission to work in Japan required

Job Description
[k ANo NJB2354979]

The Medical Writer (Director level) will lead the development of Japan specific regulatory documents required for
submissions to Japanese regulatory authorities (PMDA/MHLW) including CTD modules consultation briefing documents

and responses to PMDA inquiries.

This role is highly hands on requiring deep scientific understanding strong regulatory writing expertise and close coordination
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with both Japan based and global stakeholders.

The incumbent will serve as the primary Medical Writing point of contact in Japan ensuring alignment with Global Medical
Writing and Trial Transparency Disclosure (TT D) while applying advanced knowledge of ICH including ICH M4 and
PMDA regulatory requirements to produce high quality and compliant documentation.

Although the direct reporting line for this role is to the Head of Clinical Development Japan the position will also maintain a

dotted line functional relationship with the Global Head of Medical Writing to ensure scientific alignment adherence to global
standards and consistency in document quality across regions.

Required Skills
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