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O Implementation of domestic clinical trials

- Conduct international joint trials with overseas entities.

- CRO management

- Preparation of RA work after completion of the clinical trial

O Clinical work for obtaining regulatory approval

- Planning of clinical development plan based on regulatory strategy
- Practical work for obtaining approval for the application
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Provision of PMDA conslutation on clinical trials

ICCC activities (submission of clinical trial notifications and submission of safety reports)
CRO Selection and CRO Management

Preparation or support of necessary documents such as the protocol, etc.

Support for selection of sites and conduct of clinical trials

Creation of SOP, CSR, CTD

Handling of written survey

Response to the Implementation Survey

Regulatory submission work (mandatory)

Collecting information on items and obtaining materials from clients

Planning of clinical strategies for application and PMDA consultation

Application for consultation, preparation of consultation materials, and response to inquiries
Result of overseas clinical studies or preparation of application dossiers using CER and
handling of post-application inquiries

Response to Compliance Document Examination

e GCP on-site surveillance

e KOL support

e Conducting clinical trials

Required Knowledge, Skills, and Experience
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e BA or Technical college
¢ More than five years clinical affairs experiences (medical device or pharma)

Certification/Licensure: 272 L Not applicable.
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¢ Understanding of the nature of the product to be applied for and its evaluation content

o Ability to prepare application dossiers that logically explain the contents of understanding of the
application items in accordance with relevant laws and regulations and related notices

e Presentation ability to provide PMDA with a quick explanation of the items to be applied for

o Ability to communicate with PMDA to hear the information required for the application and the
information required for the preparation of inquiries

o Explanatory and bargaining power to obtain the cooperation of peripheral departments

necessary to carry out the work

Self-management ability to carry out projects on multiple application items in parallel

Adaptability to a wide variety of products and therapeutic areas

No resistance to the reading of the manufacturer's materials (English)

Ability to communicate in English (verbal or e-mail) necessary for obtaining information from

the manufacturer and explaining the application strategy, etc.

Supervisory responsibilities
e F§iZ72 L Not applicable.

Work environment
e Internal
General Manager, RA team, Clinical team, QA team, PM team, Reimbursement team

External

Manufacturer (Customer)

Regulatory authorities (PMDA, Notified Body, etc)
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Travel required
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e Occasional travel is required (Training)

Affirmative Action/EEO statement
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¢ We are an equal opportunity employer and value diversity. All employment is decided on the
basis of qualifications, merit and business need.

Other duties
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¢ Please note this job description is not designed to cover or contain a comprehensive listing of
activities, duties or responsibilities that are required of the employee for this job. Duties,
responsibilities and activities may change at any time with or without notice.



