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Job Description
As a leader of Japan CMC Devices RA New Drug Application group lead the group to fulfill expected roles and
responsibilities according to Global RA vision/mission and Company’s vision/mission/value.

- Oversee the development and execution of regulatory CMC development and registration strategies of all assigned
products throughout clinical development and NDA approval.

- Successfully communicate and negotiate with Health Authorities as necessary directly and indirectly especially when
difficult discussions are anticipated.

- Develop constructive relationships with and proactively escalate potentially critical issues to key internal and external
stakeholders including Alliance Partners.

- Demonstrate high level of leadership and expert understanding of global RA CMC regulations and guidelines and provide
guidance to direct reports and all group members for their training and developments.

- Lead a group of individuals to support group’s goals according to agreed timelines standards and business priorities

ZAFI) - B

<EE>
AFHIRE (BRERN) FXUE BEULETHDIEHNEZLLWY)

<EHRER>
LU DEFBDRFRERMNM0FREL L

ALEEHE. N AERRRUVIAVER—Y a VERROERROMRFRRE. S5, HABRICEDL 2 MHHRER
- EEMARRUEABRFEZROTREOZREERICE D EEFHE OMHRR

- BADREILF & OEH R UK DEHFER

CERADRT—IFNS - ORFLABFBERRSII =S —Ya Y

CHEROEE AT R YA Y S ORBRER GEULOBRERFOIEHNEELL)

<RF) - BIE>
-ERAEERICETIREEG - A1V (ICH, EHE. RKXOEH, F) ICET 2HH
- GMP CEREZT) ICHh2EBRBREAITZIENEILL

<FEFE>
EVRXRALANILO+HARBXRBRUOERETOII2=r—> 3 VEEHN (TOEIC 75084 £5F)

<z D>
HHMIIRIRIIRRET, St4 7 1 2 T5E BULEOEBFELIVE

kb B A&

1) FEFAREBICATL2E > TRVBED I & TE B AR
2) RERRICEIT b INAEMMN

3) HRADABEZEHTWFE)—5— v T

4) IR Y FP 1A Stakeholder & D3

5) JO—/NUEBO—8E L CGEET 2EBRRE

6) HILWI EICFvLYITEREM

7) HRAHFICEDLELBENAXEERS (BAZE - #35E)

EXEm EXDARFORE - R - BHA

Page 2 of 2



	【1400～2000万円】Director Japan CMC Devices Regulatory Affairs …
	募集職種
	応募必要条件
	募集要項
	スキル・資格
	会社説明


