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EPOSITION SUMMARY
The Deputy Director of Clinical Science is responsible for overseeing the planning and management of clinical development
projects in Japan. The role requires collaboration with internal teams and external stakeholders to ensure the successful
design and implementation of clinical strategies aligning with global and local regulatory requirements while adapting to
evolving circumstances managing uncertainty and responding effectively to competitive environments. The role will serve as


https://www.careercross.com/company/detail-184450

Page 2 of 2

a key liaison between clinical leaders of the client company and the Japanese team contributing to regulatory submissions
and clinical study design for the Japanese market.

HERESPONSIBILITIES

e Develop and manage clinical development strategies for Japan ensuring alignment with global plans.

e Lead the design and planning of clinical studies incorporating insights from local experts stakeholders and patient data.

e Prepare clinical documentation including clinical sections of regulatory submissions (e.g. CTD face to face advice
materials) .

e Collaborate with Japan project teams providing clinical input on the client’s project.

e Facilitate communication with external experts such as Japanese regulatory authorities and key opinion leaders (KOLs)
to ensure productive scientific engagement.
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EMINIMUM QUALIFICATIONS

e Experience in creating Japan development plans within global development programs

e Bachelor’s degree in life sciences pharmacy or a related field.

e 8+ years of experience in clinical development or regulatory affairs within the pharmaceutical industry or a CRO.

e Strong ability to design clinical development plans and manage clinical trials.

e Prepare clinical document package for submission to PMDA (PMDA consultation documents CTD responses to PMDA
inquiries etc.) . This includes regulatory negotiations with the PMDA.

e Excellent communication skills in Japanese and English including preparing and presenting clinical documents.

o Ability to work effectively in a fast paced dynamic environment

e Strong problem solving skills and the ability to make sound decisions based on scientific data and strategic considerations

EPREFERRED QUALIFICATIONS

e Advanced degree (Master’s or PhD) in life sciences pharmacy or a related field

e Experience collaborating with internal or external partners on development projects for in licensed products
o Ability to influence and negotiate with internal and external stakeholders

e Strong leadership skills with the ability to motivate and inspire team members

e Fluency in English and Japanese is highly desirable

e Experience in clinical development in rare diseases

e Experience in clinical development in oncology
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