Page 1 of 3

ﬁ' | JO-NIEE-NEXNAI A

B®H EEFD0IEELS. JAC Recruitment

[1150 ~ 160073 ] Associate Director/Director Global Safety Operati...

SRR

AMEN SR’
BRI M T4 - UJI—FAVE

RATER
BERAT 1 DIV

KAID
1610228
£ ]
EXm

S OEE
HEREE

ERkE
E#E

EhFstt
RAES 23X

85
1100/ M ~ 160073

EFERSRE
09:00 ~ 18:00

KH - ki
[B4ARIER] MIEE 108 1ABENMS [AB] T2 BARZES £ A B KR FRFR %FMIEIF T 7 —BFC@BH0
LY.

3 =]
20265F09H03H 17:39

REBEFRN

FrUT LA
RRIERE L AL

HEELRIV
ok
BEZELARIV
RATF1T

REEE

REZE: 215

REOEY
BATOMHAHAIVETT

SRR

[k ANo NJB2406647]

Position Summary :
The Associate Director/Director Global Safety Operations will provide leadership and operational oversight for
pharmacovigilance and safety operations activities across both pre marketing clinical development programs and post
marketing products.
This role supports safety activities in Japan and globally ensuring compliance with applicable regulations company


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

procedures and inspection readiness requirements. The position is responsible for overseeing pharmacovigilance operations
post marketing surveillance activities vendor management safety reporting and cross functional collaboration to support the
lifecycle management of Rakuten Medical products. The role will contribute to the development harmonization and
continuous improvement of global safety processes and procedures while supporting both local and global safety initiatives.

Key Duties and Responsibilities :

+ Responsible for all safety related activities deliverables and documentation applicable to Rakuten Medical products
throughout the product lifecycle.

+ Responsible for the maintenance and continuous improvement of pharmacovigilance systems and processes acting to
support Marketing Authorization Holder ( MAH ) responsibilities where applicable.

+ Execute and maintain compliance with Japan GVP/GPSP requirements and other applicable pharmacovigilance
regulations and guidelines.

+ Lead or support the preparation review and maintenance of Risk Management Plans ( RMPs ) PMS plans and reports
aggregate safety reports periodic reports SOPs Safety Reporting Plans and other key pharmacovigilance documents.

« Provide oversight and operational support for safety activities associated with global clinical development programs
including safety reporting compliance and cross functional study support.

+ Oversee and ensure compliance with post marketing pharmacovigilance obligations and regulatory commitments in
applicable markets.

+ Provide oversight and governance of safety vendors and CRO partners to ensure quality compliance performance and
timely execution of safety activities.

+ Support and maintain inspection readiness through participation in audits inspections CAPA activities deviation
management and continuous quality improvement initiatives.

« Collaborate closely with Regulatory Affairs Clinical Operations Data Management Quality Assurance Medical Affairs and
other cross functional stakeholders to ensure alignment of safety processes and deliverables.

+ Drive the development harmonization and continuous improvement of global safety processes procedures systems and
training programs across pre marketing and post marketing activities.

+ Provide leadership guidance and mentoring within global and local teams while effectively managing priorities in a
dynamic global environment.
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Desired Education Skills and Experience :

+ Bachelor’s degree or higher in a life science related field. Healthcare professional qualifications ( e.g. Nurse Pharmacist
Physician ) are preferred.

+ 7+ years of experience in Pharmacovigilance Drug Safety Clinical Safety or Safety Operations within the pharmaceutical
biotechnology or medical device industry. Experience as a Safety Manager or equivalent leadership role is preferred.

+ Experience supporting both clinical development and post marketing pharmacovigilance activities.

- Expert knowledge of current pharmacovigilance regulations guidelines and practices including PMDA ICH FDA EMA and
other applicable regulatory requirements.

- Experience in developing and maintaining SOPs Risk Management Plans PMS documents aggregate reports and other
pharmacovigilance documentation.

+ Strong vendor management quality oversight and inspection readiness experience.

- Experience in ICSR processing safety reporting safety databases and pharmacovigilance operations.

- Demonstrated leadership and project management skills with the ability to work effectively in a global cross functional and
multicultural environment.

+ Business level English proficiency (writing reading and speaking ) is required. Japanese language skills are preferred.
+ Knowledge and experience in medical device safety reporting or combination product safety are desirable.
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