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Job Description
Position Title Safety, Associate
Department Reliability Assurance Safety Control
Reports To Director
Version Date 24-Mar-2023
Overview

1. GVP A TS ZAaMRIELZHE L S, £ORNERIT 572D E R F Rz IEE -
At %,
Take safety measures based on GVP ministerial ordinance. Collect and evaluate the
information necessary to achieve that purpose.

2. TR LS O EOMERFEARE L ITIEREBHIET 5,
Prevent the risk of incidence or expansion of the public health and hygiene hazards
regarding the products.

Responsibilities and Duties

B 1. GV PESICHES ZEH Y Safety administration work based on the GVP Ordinance.

> A - LT S ®R (LB EER) DOIUE & FiET Collecting and evaluating
information regarding efficacy & safety

> AP ROBRERRIZE S < ZamfRHiE O FE i Conducting necessary action based on
the evaluation result.
<> PMDA~OAEA%EHE Submitting adverse event report and so on to PMDA

> HESOLZEERIGERORM WSO - ZeMIEEY 5 2 51 78 L Providing
information which affected product safety or efficacy to the customers

> MRS D EREk DO 1B & 17 Making and retaining records regarding safety control
work.
S B BRI & o 12 Cooperating with quality control department.
ZARBEHIERICEE T 5 HE O Attending the training for safety.
Z O, GV PESIZHES < ZHE Other, The work based on GVP Ordinance.
< HLEREHRERE HER OLFEIZET 5 ¥ The work regarding entrusting Post-

marketing safety control
B 2. ZOfth Other

> USHHSCEBE SRS The work for package insert.
<> NE DR contents check

> HFERIOWRMICE () OLEa—, &RTFEO PMD A~OFH# Review pre-application
package insert (draft), and taking consultation to PMDA for revising package insert if

necessary.
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>  PMDARMCEY A b~ f8i#; Uploading PDF file of package insert to PMDA website.

> /& ¥ revision control

Required Knowledge, Skills, and Experience

Education:
B University degree or equivalent

Experience Requirements
B 3-10 years of experience in medical device/pharmaceutical industries including

»  Safety control, marketing, market research, regulatory affairs,
B Proven communication skills in both English and Japanese (Read, write, speak and listen)
B MS Office proficiency

Certification/Licensure: %272 L Not applicable.

Supervisory responsibilities
e F§iZ72 L Not applicable.

Work environment

o U IAT VN (AN - BUERCER L RE FER E BT 5 O N . RESWHREED N
EOFEE DR — K Overseas client : Collecting information about post marketing safety
information, support and coordination of adverse event report

o EWNOHEEES  WERFERZEEHEGLEICHET D /EE, LR eSS Distributor :
Post-market safety management, outsourcer

o [HHMRSA FRALER OMERE 72 £ Information provider: Collecting information

o W (TmYx=l bwxP AL ME, EEH, WEM) - LEEHER, RMIOCEHFROLA R
£ Internal stakeholders: PM, RA, QA — sharing safety information and STED

Travel required
¢ Not applicable

Affirmative Action/EEO statement

o BRI A ST T A B L, FERRICATRME L RIET 5, TNTORMITES,
T EVRRA=—XCEDNTIRE SN D,

e We are an equal opportunity employer and value diversity. All employment is decided on the
basis of qualifications, merit and business need.

{{

Other duties

o ARl EIHUELOETEINN—THILEHMEL, fESNTELT, KRy a3
TR DM, B, BEfrRml Lot o s, IR, #5,. BEIEBOH D
LI bbb T, BETLIHLEND D,
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e Please note this job description is not designed to cover or contain a comprehensive listing of

activities, duties or responsibilities that are required of the employee for this job. Duties,
responsibilities and activities may change at any time with or without notice.



