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Job Information

Recruiter
JAC Recruitment Co., Ltd.

Hiring Company
BARA—514 1)) KA1

Job ID
1476284

Industry
Pharmaceutical

Company Type
International Company

Job Type
Permanent Full-time

Location
Tokyo - 23 Wards

Salary
5.5 million yen ~ Negotiable, based on experience

Work Hours
08:45 ~ 17:30

Holidays
(BfaikIR] 91EE 108 20 BED 5 [AH] Z2BAZBH EXREHR T2BAK28%] (£ - AER) . Q. 7Y R~
S

Refreshed
June 20th, 2024 21:00

General Requirements

Career Level
Mid Career

Minimum English Level
Business Level

Minimum Japanese Level
Native

Minimum Education Level
Bachelor's Degree

Visa Status
Permission to work in Japan required

Job Description
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The purpose of the Global Patient Safety Solutions (GPSS) Pharmacopidemiology (Japan GPSS PE) is to provide
pharmacoepidemiology leadership and technical support to the Japan Safety Organization (GPSS) and other relevant
functional areas within the Company. The Japan GPSS PE has primary responsibilities for designing conducting analyzing
and interpreting of pharmacoepidemiology studies using appropriate methods and data sources.

Primary Responsibilities: This job description is intended to provide a general overview of the job requirements at the time it
was prepared. The job requirements of any position may change over time and may include additional responsibilities not
specifically described in the job description. Consult with your supervision regarding your actual job responsibilities and any
related duties that may be required for the position.

Responsible to lead safety observational studies as scientific lead and to deliver deliverables

Responsible as a study owner of regulatory mandatory safety studies under GPSP (Good Post Marketing Surveillance
Practice)

Demonstrate scientific leadership in safety observational studies and ensure scientific level of study deliverables from
pharmacoepidemiology perspective.

Define research questions develop study design including statistical analysis plan based on research questions evaluate and
interpretate data (analyze in some cases)

Review and develop study report/publications.

Lead scientific discussion in cross functional team and in discussion with regulatory agency.

Collaborate effectively with global and Japan relevant functions and external partners (investigator CROs) so as to deliver
valuable evidence.

Support non regulatory mandatory safety observational studies

Provide pharmacoepidemiology expertise to support non regulatory mandatory safety studies.

Engage in study protocol study report/publication development and ensure scientific quality from safety perspective in
collaboration with relevant stakeholders.

Demonstrate pharmacoepidemiology expertise in safety related activities through product lifecycle

Provide pharmacoepidemiology expertise to support compounds in development new product launches and existing
marketed products.

Contribute to Japan Risk Management Plan (RMP) development periodic report development.

Review and develop query response to regulatory authority.

Demonstrate knowledge of relevant global and local regulatory requirements and practices

Understand the roles responsibilities of the EU Qualified person for Pharmacovigilance (QPPV) and support QPPV to
enable to fulfill all QPPV legal responsibilities.

Contribute to organizational RWE capability development

Act as subject matter expert in the development and maintenance of the Safety Quality System and training tools/programs
as they relate to pharmacoepidemiology.

Provide pharmacoepidemiology related trainings.

Support system/process development to enhance productivity or increase scientific quality.

Obtain up to date pharmacoepidemiology approach/knowledge

Required Skills

LU I&Scientist/Sr.Scientist/Principal Scientist/Sr.Principal Scientist/DirectoriCB L TOBH CTHEWE T, HERBR/ A+
- BB UTOL D ARBIVE - BF. ARFEFE (L. BRICEES 2HROBRRIVE) OF6 (BL) 25
L. BT —9R—&FRALEMREERL,. AXERRLABRREET S, & LIE BRE ARFEEFOZN (B
1) OBEE. FREFICEALT2EULORREEBL. BST—IR—REFALLHREERBL. HXEARLERR
HETD Elo. UFIRRTRFILEETS - RO M-IV OERPCENGTEEOERREEFMRLEERTE 2660
EETS - BERARCEFMEOT —SBNEELERTEZENEET S, £, BONMRBEREMINTE 28N
%HT 2 - ExcelPowerPointEDIRERRY 7 MY 2 THNERATE 2L, BEXRWRPCRAF I EHET S - SASPSPSS#A
EHEYVINIITICEATAAEEETS - OMAN - AIazs—Yvay G -EBEEBID) - BEPRIYVavICL
59, Y—F—YyTHRETES - BoEBETETZIENTE, HD, F—LD—B&LTHROA Y=L HENT
32ZeHTED - BFREN (RAT14TLANL) | HEH (EVRALAI) 2% LWEER/Desirable Experience - B3
KU TOHHRER - RRRR (RRERE. £R. FELY) - LETh -DPCT—9REDKFET—IR—2 AL
FHRODIIE, EHEORER Minimum Qualification Requirements: - A PhD or DrPH in epidemiology or other related subject
with high epidemiologic content; or Master in Epidemiology with at least 2 years in conducting epidemiological studies. -
Ability to conduct epidemiology research including preparation of study protocols and statistical analysis plans. - Competent
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in the interpretation of the study results - Excellent computer skills - Strong oral and written communication skills in English

- Business level English Native level Japanese - Strong interpersonal and leadership skills - Able to work independently
and as a team member to resolve a variety of drug safety issues. Other Information/Additional Preferences: - Clinical
background (e.g. PharmD MD RN) - Technical language skill in Japanese - High level knowledge of relevant regulations
with respect to drug safety and adverse event reporting - High level knowledge and good understanding of GPS policies
Knowledge of R SAS SPSS and/or equivalent statistical software package and have analytic skill Business Title:
Scientist/Senior Scientist/Principal Scientist/Sr. Principal Scientist Pharmacoepidemiology

Company Description
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