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+ Providing scientific and medical expertise to the design and implementation of clinical studies

+ Providing strategic and operational guidance to teams based on medical and scientific expertise and sound clinical
judgment.

+ Supporting product development and research programs

+ Medical monitoring for clinical studies.

+ Assisting in the preparation and review of documents for regulatory reports.

+ Present clinical study outcomes and other critical data at various meetings which include but not limited to the PMDA and
other regulatory authorities academic conferences and medical congresses.

+ Providing medical leadership and scientific guidance to CROs and Regulatory Affairs.

+ Co authoring protocols clinical study reports and CTD Sections.

-+ Developing/maintaining strong relationships with internal and external scientific experts to lead the company’s interests
from a medical perspective.

+ Promoting and participating in a culture of learning and continuous education including remaining current through
literature review attendance at medical/scientific meetings etc.

+ Providing coaching and subject matter expertise to team members and colleagues.

+ Supporting in licensing efforts by providing medical expertise and planning assistance

+ Evaluating pipeline products to give input to decisions based on solid assessment of potential for development and
resource needs.
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[ Essential criteria]

+ License of a Medical Doctor

- At least 5 years of experience in clinical practice as a medical doctor.

+ Strong leadership influence interpersonal skills and excellent communication skills

- Excellent English communication skill ( over 800 in TOEIC or equivalent )

[ Desirable criterial

- Speciality and clinical experience in internal medicine and/or the areas of strategic focus of Shionogi including infectious
diseases is a plus.

+ APh.D. degree is a plus

+ Experience in clinical research as investigator in clinical trials or as medical expert/medical monitor in a pharmaceutical
company or a CRO is a plus.
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- Skills to create global development plans for new drugs

+ Knowledge in clinical trial documents

+ Medical monitoring skills in clinical trials

+ Knowledge in documents related with new drug applications
+ Building up newworks of external medical experts
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