AXxcelead Consultation

Hirofumi Nagai, DVM, PhD, DJSTP
Principal Consultant

Ex Global Head of Toxicology,
member of Safety Board & OEL
panel at Takeda

Ryo Fukuda, DVM, MS, DJSTP
Senior Consultant

Ex Global Head of Pathology at
Takeda

ICH S1 EWG & RITA panel member

Hideo Fukui, PhD, DABT, DJSOT
Senior Consultant

Ex Global Project Team member
(Toxicology) at Takeda

AMED Peptide Nonclinical
Consortium member

Yoshihiko Tagawa, DVM, PhD
Senior Consultant

Ex Global Project Team member
(DMPK) at Takeda

Post-Doc at Leiden Univ (LAP&P)

* Recommend the nonclinical development strategy base on the 100+
IND and 20+ NDA experiences.

* Select and design nonclinical safety and DMPK studies according to
the indication, pharmacological target, and physicochemical and
biological properties of the candidate.

* Analyze obtained toxicology data to determine whether they are
adverse and clinically relevant or not.

* Propose the selection of target metabolites and the handling
strategies for reactive metabolites in consideration of NDA.

* Support interactions with regulatory authorities to file IND and to
succeed in further clinical development.

* Propose the mechanistic studies to clarify the MOA and to find
biomarkers of the dose-limiting toxicity.

Recent achievements:

v Filed IND of an oncology program originated from a start-up venture
company.

v’ Lifted clinical hold and resume clinical development of a NCE
originated from a pharmaceutical company.

v' Supported DD to license out/in candidate molecules from ventures to
pharmaceutical companies.
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