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BiisR: RIESCENCXT R R

H X ¥ X
B R monospecific antibody
% Fr R R multispecific antibody
HI A ZS probody
Rk & antibody fragment
20 K Pk nanobody
AT (BRI BB antibody cocktail

%)

Fc @ &% H Fc fusion protein
ARG IR W Antibody-Drug Conjugates, ADC

25 s IR A e B EE AL
i

Good Clinical Practice, GCP

[E] B A 24 i £ SR

RS

International Council for
Harmonisation of Technical
Requirements for pharmaceuticals
for Human Use, ICH

2R3 % pharmacokinetics, PK
Fey & 4R/#1 % )L Fc 4K | FcyR/FcRn
- target mediated drug disposition
5 /\ N A N 9
RENTNAMALE T™MDD
23R F pharmacodynamics, PD
=R F Toxicokinetics, TK
F|=-F BB K B Dose-Exposure-Response, D-E-R
Y IR AR B first-in-human, FIH
= L A T minimal anticipated biological effect
FONTA BB AT |
I EMR T pharmacologically active dose, PAD
7B B S no observed adverse effect level,
S 2 2 7 physiologically-based
R AR 7R pharmacokinetic, PBPK
TR AL receptor occupancy, RO

20




AY

X FX
NG maximum tolerated dose, MTD
R 45 2 single ascending dose, SAD

Z R &t B

multiple ascending dose, MAD

2 41 48 B 1E drug-drug interaction, DDI

ST 4L ok A activated prothrombin complex
7 AL L B R 2 concentrate, aPCC

AL EREN anti-drug antibody, ADA

H Fo iR neutralizing antibodies, NAb
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