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* Toxicology and « Allometric scaling * PK/PD * Risk assessment
toxicokinetics « [VIVE * Systems pharmacology * Safety factor
¢ |n vitro pharmacology * PBPK * Monte Carlo simulation

¢ |n vivo pharmacology
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pharmacology pharmacology
* ICsq, 1Cp, Ky ¢ ECgy, ECqp
* RO, ROy, ® etc
* etc

Toxicology

NOAEL
STD, HNSTD
etc

“Organ on a chip”,
etc

Target
exposure
parameters

FEERRDEM T —FZALZE MADIMET(F. RS E(CERZENM TUL,
EIR(C, 2005FEDKEFDAH S > ATIE. HMHRAARERECE DV EIRSEDEY)
MNSE MMODOT7OX NIV ORGT—UIDFENRRTESN TS (CDER, 2005%) .
CO7TO—FOHMRFEHHDDOERNABTHRZETHD (B : Nairs., 2016%F) .
U U, IRTETE. KDEMENFRMECENTZAOFENLSERETNTLD,
ULH'L. BEEEOMIESERORRECEVWTIIHREREEICIDIAERT—U > IONIRTE
THBIFATERSINTVWDIRIIFEINRETTHSD (Bl : Hansen>. 2015%5F) ., HiEER
PRIBRERCHB T DIEMEEDAENED TEBERDDE. TORECLO>THRSE
TIRBR<BEE(CEDVWTHREBS UL (BRI OLEZ1TD Z ENalgE LD e
THd,




E MRESEDOTFH

ZOXAMIYIORT—-UD

Z7OXA M) —TREKRODGAXERENZPEBZOBHGREEZMAELTRE L.
TOX NIV ORGT—U 2T EFERDY A X(CHE > TEMFBERORT—U > D%
ITOFETHD. UTFIChHZERT,

INSA—H— = a x (k&>
aldRT—U> 0 TJ7 05—, bldfeEmENENERT,

KEEEIROXRICHITDITOX NIV OIRT—U DI TIE, BENRBEZRRICKEDST
B/ S A =S-S5 B & NDOEVERE/\SA—F—ZFHT D, IFRECEHZD
FEMBIBEH. Chois (20194) ™Wangs (20164F) (FZNTNDIREDH THREE
EITODTWD, EICEEOHNE. POANIYVIRGT—-UTDFEE3IDD
HFTU—(CKBIEND (K3) . 722120 [#E30i] FENFIET DD TERRL.
BIREND 7 TO—FIBAEBDITFH TREDCENZ L, UNULSZTERIARSE
Flm(E, BffftenizrOX ~U—(F, BE—DEENSESNET—FUIRES
LI2WEWDHRTH D,

E3 - 7OXA MUY IRT—VU>D

CERTARAD

Simple allometry
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Simplified allometry

Allometric scaling with
correction factors
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Evaluate the potential risk
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Sensitivity analysis
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