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Job Information

Recruiter
JAC Recruitment Co., Ltd.

Hiring Company
A SRR ST

Job ID
1446004

Industry
Pharmaceutical

Company Type
International Company

Job Type
Permanent Full-time

Location
Tokyo - 23 Wards

Salary
7 million yen ~ 12 million yen

Work Hours
08:45 ~ 17:30

Holidays
(BiakER] FFEE 18B 1A BEA L [(KH] T2BARZBH FXRFr BRRA. 7Ly 7 R4KB (EE4H) . £
BIAIRER. ..

Refreshed
July 8th, 2024 03:00

General Requirements

Career Level
Mid Career

Minimum English Level
Business Level

Minimum Japanese Level
Native

Minimum Education Level
Bachelor's Degree

Visa Status
Permission to work in Japan required

Job Description

[5k ANo NJB2057148])
TERA:
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https://www.careercross.com/en/company/detail-184450

B0 2 1 DGlobal regulatory leader R A DBA Fatt & &%, BB 5,

Description of work:
As for products development in Oncology Neuroscience Immunology and other disease areas and other novel modalities:
To provide regulatory strategies and lead negotiation with health authorities
(PMDA/MHLW/FDA/EMA/China/Taiwan/Korea) through development phase to post approval phase;
To establish a filing strategy/plan and implement Japanese NDA filing towards approval by leading NDA filing team consist of
related function members (CMG/non clin/Clinical/Safety) ;
To work and collaborate with Roche global regulatory leader and Chugai affiliates.
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Required Skills

KHZDRE : - SFELULOEERR - #EBKOF—LTOTOY L) MER - BAEENEER (BRXFLET7IT7E
EEOYEMBHK/IND/CTAE) H"HNITHEELVKOZAFIL - JFH - 68N : - ERORERG, H4 K514~ (ICHA
1 RSAVE) ICET M - WRESEANICON - A L. XERE - BEKEZHE. BRRPY R IRBREILIRT
SEREMRSN - ZHATOVI I MA YN CBEAREBRELF—LEEET I8N - IENBRERN—RELEXSH -
HAZBOZMA., XEERAD. REBEND, II2=27—2a VA RO2TEEE: - F—LAYN—HBELANGSH
BEERTSD LW EICFFLERF>T, BMRLES &2 - RERKRICENINTE, BOEFR—Yaviamgd
T, RNy raveF > TEBICERY B HAEHK (TOEICAST) : - TOEIC 730= 2L L Desired experience: - A
minimum 5 years regulatory affairs experience - Experience working with cross functional project team - Experience
working with global regulatory activities (e.g. IND/CTA/HA meetings in US EU and/or Asia) is highly preferred Desired
skills/knowledge/abilities: - Strong knowledge of Japanese regulations/guidelines (including ICH GL) - Ability of Problem
Solving Approach including assessing situations from multifaceted viewpoints extracting regulatory problems/challenges and
proposing solutions and risk mitigation plan. - Management capability to establihsh relationship and proceed project across
multi functional members - Ability of negotiation skill based on scientific discussion. - Fluent in Japanese language skills
including reading writing strategic thinking and communication Desired competencies: - Achieve strategic goal emphasizing
cross functional cooperation. Self learning attitude to deepen understanding and knowledge with curiosity. Self motivated
attitude to work independently and passionately addressing difficulties. Desired Qualification : TOIEC score over 730 points

Company Description
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