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AFI) - B
Qualifications

B.S. in medical / pharmaceutical / veterinarian / life science area or three years or more experience in either pharmaceutical
R D industry is mandatory.

PharmD/PhD/MD in a relevant scientific discipline or MS/BS with a minimum of 3 years (MS) to 5years (BS) in
preparing regulatory submission documents or have equivalent credentials and experience.

Good understanding of global pharmaceutical drug development and requirements for submission of regulatory dossiers to
global health authorities.

Good understanding of the tendency of each review department of PMDA regarding the contents of review reports and
inquiries.

Demonstrated ability required for strong writing skills both in Japanese and in English preferably in authoring and leading the
production of clinical/regulatory documents for submission to PMDA. Samples of required and experienced abilities are the
followings:

Capable of updating appropriately the first draft of M2.5.1 and M2.5.6 authored by J CDL/J CS and providing appropriate
advice when authoring the first draft or can prepare the first draft in collaboration with J CDL/J CS

Capable of independently finalizing other clinical modules getting cooperation from R D Development team.

Also capable of independently authoring the draft inquiry to regulatory regarding clinical matters.

Experience in authoring the clinical part of the pre JNDA/Eop2 consultation documents.

Capable of communicating with the Global team about the contents/strategies of the authoring documents such as CTD
module and the response to inquiries.

Ability to analyze and interpret complex data from a broad range of scientific disciplines.

Excellent organizational communication facilitation and interpersonal skills in a cross functional team.

Demonstrated ability to manage timelines and keeping quality of work.

Working knowledge of a document management system.

Skills to appropriately manage CROs or translation vendors.

Skills to read scientific documents in English and communicate with the global members both in English.
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