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W75 2 / Job Description

Clinical Regulatory Writer (CReW) is responsible for the authoring of clinical regulatory documents that communicate the
evidence base of product knowledge in a credible consistent and compliant way. -


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

CReW leads the authoring of the clinical parts of documents such as CSP / MICF / CSR / IB in line with the project
communication strategy and ensure quality and efficiency in delivery.

For CSP/MICF/IB CReW centralize and coordinate those developments using external vendors across clinical studies.
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[#25& Experience]
WAZ8 Mandatory

- Medical Writing Skill/Experience

- A comprehensive knowledge of the drug development processes including key regulations/guidelines (e.g. GCP ICH
GLs) and knowledge on a “need to know basis” in relevant therapeutic area

#R3 Nice to have

- Significant medical writing experience in pharmaceuticals industry

- Experience in leading the preparation of clinical regulatory documentation at the development strategy level.

- Delivery of regulatory submissions including CTN JNDA/sJNDA and response to PMDA/MHLW queries during review
- Experience in supervising internal communications and outsourced writing.

- Experience with digital tools and technologies in medical writing.

(&4 License]
WAZ8 Mandatory
- Bachelor’s Degree in Science or related discipline

(BEA Skill set]
1WAZ8 Mandatory
- Medical writing skill
- Logical thinking/Presentation skill to express intention in an efficient way in Japanese English
- Interpersonal and communication skills with team member or stakeholders
- Facilitation skill to lead an innovative solution in conflicting discussion

§E% Languages)
WAZ8 Mandatory

HA3E Japanese : Native level
B&EE English : Reading Writing
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