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1. Efficacy in Disease Models
Cell culture xenograft in mice
Patient-derived xenograft in mice
Additional non-mouse cancer model
2. Formulation (IV vs. SC pump)
PK characteristics
non-GLP efficacy

3. GLP Manufacture of API
Scale up
Impurity characterization
Bridging toxicology from non-GLP drug
4. IND-enabling studies (GLP)
In vitro PK characteristics
a) Rodent
In vivo PK characteristics
Acute, chronic toxicity

Pharmacology safety studies
(e.g., cardiovascular, neurologic, pulmonary)

Reproductive tox, genotoxicity
b) Non-rodent

In vivo PK characteristics

Acute, chronic toxicity

—
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Ref. P25, Fig. 1.2, 2014, A Practical
Guide to Drug Development in
Academia - The SPARK Approach,

Pharmacology safety studies . .
(e.g., cardiovascular, neurologic, pulmonary) Editors : Mochly—Rosen, Darla,
Reproductive tox, genotoxicity Gri mes, Kevin ( Eds. )
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