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HExperience / Knowledge

10+ years of experience in clinical pharmacology or PK/PD roles within the pharmaceutical industry PMDA or equivalent
institutions.

Deep understanding of:

PK/PD principles

Japan specific clinical pharmacology data requirements

Japanese Phase | data requirements

Regulatory expectations for Phase | designs involving healthy Japanese subjects

Nonclinical PK/ADME interpretation and nonclinical - clinical bridging concepts

Experience preparing PMDA consultation materials and scientific justification packages.

Experience with CTD clinical pharmacology modules.

Demonstrated experience with both small and large molecule modalities (e.g. AAV antibodies protein therapeutics) is
required to effectively support the Insmed portfolio as the sole CP representative in Japan.

WSkills / Capabilities

Strong PK/PD analytical and scientific communication skills

Ability to clearly explain CP and regulatory concepts to global stakeholders

High autonomy and flexibility

Strong cross functional and global teamwork skills

CRO/vendor management experience

Native level proficiency in Japanese is strongly preferred and business level proficiency in both written and spoken Japanese
and English is required. The role requires the ability to actively participate in meetings clearly communicate complex
concepts and engage in scientific discussions with global and Japan based stakeholders

BQualifications
Advanced degree (PhD PharmD MS) preferred; bachelor’s with extensive experience considered.

HTravels
Willingness and ability to travel approximately 10% (domestic and international) including overnight travel as required.
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