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Accelerating Translation

Checklist for Preclinical Studies

Biologics

Notes

This workbook outlines technical/CMC, ADME, primary pharmacology, secondary pharmacology, and bioanalytical studies typically completed before a Pre-IND for biologics.
Note: Completion of all studies is not required; please indicate which studies have been completed.

Key references: ICH Q6B (specifications & characterization), ICH S6(R1) (preclinical safety for biotech-derived pharmaceuticals), ICH S7A/S7B (pharmacology & safety
pharmacology), USP <71>/<85> (sterility & endotoxin), FDA Bioanalytical Method Validation Guidance, and FDA Immunogenicity Assessment Guidance.

Phase-appropriate expectations: fit-for-purpose characterization and assays at Pre-IND, with GLP-compliant pivotal studies for IND submission as applicable; species selection
must be pharmacologically relevant to the target.
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CMC (Compendial) ) mp <85>); HCP/DNA FDA CBER suitability for LAL
microbial safety .
below action
limits
Tissue .
Determine tissue concentration Rodent = gadlstlja;illid?c. Critical for
ADME OlBiodistribution | distribution and target | profiles; NHP (MoA- imgag ) S icH ss(R) restricted/BBB
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Bioanalytical X . Blood/tissue |translatability; biomarker .
(PD) biomarkers supporting |readouts L Rk selection
qualified assays guidance
MoA
When an
appropriate
potency assay is
used for the drug
Numerical value product (section
Confirm potency of DS relative to IV.B.4), an
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CMC LQuaniiziefssay and amt of DS in the DP |release eventual validation CLI0CE [P {EOHEY

specification

be no need for an
alternate
determination of
quantity.




