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HPosition Summaryll

This position will report into COO and will be responsible for the oversight and management of Quality at the Commercial site
in Yokohama, Japan. This position is responsible for controlling quality to ensure that product quality manufactured at the site
complies with Japanese, US, and EU regulations. Core responsibilities include, but are not limited to, management of
resources (human resources and financial resources), development of organization to support commercial manufacturing,
hosting client and regulatory inspections, driving inspection readiness and establishing a quality risk management system.


https://www.careercross.com/company/detail-533456

Collaborates with other departments to support organizational and functional strategy. This is a key role

HEssential Functions and Responsibilitiesll

Belo

w is the summary of the role responsibilities.

« Develop and maintain the quality system in accordance with GCTP

Reduction of deviations and defective products: Improve customer satisfaction through stable manufacturing and cost
reduction through deviation management

Host self-assessment and external audit (regulatory and client)

Develop and implement training programs on quality assurance to enhance employee awareness and skills
Promote quality improvement projects

APQR preparation and reporting

Manage cross-functional teams - work with multiple departments to drive quality improvement projects and enhance
team collaboration

Quality risk management

Improve and enhance quality as Head of Site Quality, align to global QA policy

Lead and manage quality assurance team

Set Quality team goals align to global and Japan direction

Lead team and manage team member's performance to achieve set goals

Manage human and financial resources for maximum team performance

Drive quality improve activities and regulatory compliance

Monitor production process and ensure that all operations comply with GCTP, applicable regulations and SOPs.
Manage and maintain change management systems

Assess impact on product quality by deviations, report to stakeholders according to risk and manage necessary
remedial actions

Maintain a high level of quality culture and lead continuous improvement

Manage site quality risks

make a batch release decision by the status of manufacturing control and quality control, etc.

suppliers and contractor’'s management
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ECompetenciesll

« Ability to think strategically and tactically (detail-oriented)
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« Strong collaborative and influencing skills and ability to work well in a cross-functional, matrixed environment
« Analytical and problem-solving skills

« Strong written and oral communication skills

« Meeting management/facilitation skills/teamwork

« Ability to multi-task team is essential

« Flexible and able to adapt to company growth and evolving responsibilities.

« Ability to work autonomously in an entrepreneurial, fast paced environment.

« Strong business acumen

BQualificationsll

« Minimum 5 years’ experiences in the manufacturing of pharmaceuticals, quasi-drugs, regenerative medicine, etc., and
minimum 3 years’ experiences in quality assurance and in a management role

« Experience in a responsible person in a GCTP or GMP organization (preferable Quality Assurance Manager, Batch
Release Judgement)

« Knowledge to perform quality assurance duties in the manufacturing industry for pharmaceuticals, quasi-drugs,
regenerative medicine, etc.

« Knowledge and experiences to fully understand manufacturing regulations and GCTP requirements and to train and
lead employees in quality team

« Knowledge of ICH, PIC/S, GCTP, and GMP necessary to perform quality assurance and the ability to apply them to
the job.

« Experience with global regulations (US, EU)

« Native level of Japanese and strong English capability

« Bachelor Diploma from a university or higher in a science-related
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