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n

RIYavOEM - EFR

b

FRIYTavIiE, TO0-)UVICRESNEHABESOR T, BESLUVT I TG OBRKREEEESBETY, TUvIY
THEEVPRIEZEOFE. EFIIVICED EERFMSE (MIDD) . BICHEEI SN BERRERREBLC T, B - 7IY70

BESADNTO-/NILARICRENSSETE 2HHERA, METORINEE/O—-/WOIILSAVICEDTSBC
EEEMELTIET,

HHET, BREBELUEQAY YUY, HIHOEBITE - TOCIAORME, 70— /ULBPIEOEEREEECT, #
BERAOBUEESI I 2REEHENEY, WRISKRREMEN S RIMEETORALLBEEIOTSLTY,


https://www.careercross.com/company/detail-34951

EBEBRE
FAZEELRG

« BER-RT7IYTIELEFZ7O0-NIIERRAREREA . RRMMEORKEEHROIE (RIAMEBEOEREEBE
9)

ERABASEETEICH 1T BERIAZEIR)(— FDOERTE

JO-NIT=50TVvIV T, SLVEBRERZEIE - BIEHBANOBEX - R7IT7OSMERTREICT SERKZIE
AERDFE

BRART—YICEDKRIEEZ (TR /77-I0Y—) O

EFIVICE D K EERFIZ (Model-informed Drug Development ) M

BA(S1EYYVY) BHRICHT 2BRREEQOHSHN S OF - RS
HEER - SEND

TITANENRE UBRREIERBROE - £t (MEERAZEEIZ v FOFE. CROLDHEERD )

o

BREMEE, ARERITES. SRUEREE. CTDICHIT BERKEIE/\— FOfER - BiE
ABHA. REHFEORRS SVOBENDBICES T 2ERAZEORE
BRAEEBRF — L - ARF-LICSITBEHEAFIEORRE LT, R - FERAKEFIZIL U6 & 2EERRPI &EHE
- BEEEE
BRAEIBEYEOAY IV - BA
« JO-)LTORRICHE e, HIEDOSOP - V=)l - FL—Z2 T OREEBGEIINE
« ABEE - ARBOHE. SLUBPIFEORE - EROZIE
« TO0-IWOADY I ==k SLUHIIERR (PK - BBREENT ) EORY T - THBE
¢ X - FEERGEEBULBRESEOHN
WEEH
e D1
ERAMRFAEICEY 27F U DR ( D EERIAEIEOZRRIFUL)
BFEULEDOIRIAY HRER
BEFPKEN, PKPDETUYY, J7—X AV ) IV X, VG OHBEEEH TOERZR
70-/N)LR% (BERHEERREE) NOSEZR
GCP, BIEAA RS54, FFBRAFE (NDA) ICRY 2EHBHH. SLUVEFAEOER
RENIEFAWLAERELANITHATY,
BARE : BERE XM T4 TXRBEYRZALA)
#um
BREMES - CTDFICH T BERRZEE)(— FOIEREER
REEE (PMDAE ) DMK - BEWISO&E5R
BRARZIZYERE S/ O—/ULF — AICIRE - A LIRS
Kb 3 N5
B3RP - TO—JNLF—LEEEIC, BEN - HBHNOREA Ty avEdlicEds

BHORRTEEREIEUZEDIT, BRIV THERTESA

Page 2 of 4



o BRAZFEOAIHOEEIEGE. AV/N-PLEABELCHDIPICHATEDH
¢« AYN=AQA=FUT - AVIUVTICEROSH DT
TEHRE

EEDRR (FLRBEEY) CHY 2EFMLEEROMRMRE - BEICHNVAD, /yO- /UM TEEREEOEE
EATY, HAOREEGII/O—-/ULF—LEEICER L. SRORBEBRETIOV/SLEERNTHEELTLEY,

i - ERAKE
o EDFMD  WRE | N\ T U RENF

« ERFE . EHE (BEOEDRUL)

Clinical Pharmacology Lead, Japan & Asia
Role Purpose & Strategic Context

This role leads clinical pharmacology for Japan and the wider Asia region within a globally integrated development
organization. Its purpose is to enable Japanese and Asian patients to join global development programs early. It does this
through bridging and ethnic-factor strategies, model-informed drug development and well-designed clinical pharmacology
studies. The aim is for regional approvals to follow global timelines rather than lag behind them.

The role also carries a functional leadership mandate. This means mentoring clinical pharmacologists, strengthening regional
standards and processes, and building closer links with global counterparts. It covers development programs from early
through late phase.

Key Responsibilities
Development Strategy

» Propose early-phase clinical pharmacology strategies that enable simultaneous development in Japan/East Asia
alongside global programs and shorten later-stage timelines

» Develop the clinical pharmacology sections of clinical development plans

» Plan clinical pharmacology studies that support global data bridging and Japan/East Asia participation in global Phase 2/3
trials

» Assess clinical data for ethnic-factor (ethnopharmacology) considerations
» Champion model-informed drug development

» Provide clinical pharmacology input to in-licensing evaluations

Study Execution & Regulatory

» Plan and conduct clinical pharmacology studies in Asian populations, including assessment of external clinical
pharmacology units and collaboration with CROs

» Own the clinical pharmacology content of Investigator’s Brochures, protocols, clinical study reports and CTDs

» Represent clinical pharmacology in regulatory submissions, health authority meetings and responses to authority
questions

» Represent clinical pharmacology on clinical study and development teams, working closely with research, nonclinical and
other functions

Functional Leadership

» Mentor and develop clinical pharmacologists

» Establish and continuously improve regional SOPs, tools and training, aligned with global processes
» Plan resource allocation and study numbers; support functional budget planning and control

+ Build networks with global counterparts and external PK/clinical pharmacology specialists

» Support publications and conference presentations

Requirements
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Required

* Master’s degree or higher

+ 7+ years of clinical research and development experience, including 3+ years in clinical pharmacology

» 3+ years of management experience

» Knowledge of, and practical experience applying, population PK, PK/PD modelling, pharmacogenomics and biostatistics
« Experience contributing to global drug development (e.g., multinational clinical trials)

»  Working knowledge of GCP, related guidelines, NDA requirements and medical terminology

» Basic daily conversational skills in English are sufficient.

« Japanese: native or business level fluency

Preferred

» Experience authoring clinical pharmacology sections of IBs and CTDs

« Experience with health authority consultations and queries (e.g., PMDA)

« Experience proposing and explaining clinical pharmacology strategy to global teams

What Will Help You Succeed

« Evaluating scientific and strategic development options together with cross-functional and global teams

» Prioritizing and making timely decisions in complex situations

» Explaining clinical pharmacology policies and priorities clearly to team members and senior stakeholders
» Coaching and mentoring team members

About the Organization

The hiring company is the Japan operation of a global biopharmaceutical company that develops and delivers innovative
medicines for severe diseases, including rare diseases. Its Japan development organization works closely with global teams
and runs multiple late-stage programs in Japan.

Location / Employment Type
* Location: Tokyo | Hybrid

+ Employment type: Full-time, permanent
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