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CONFIDENCE BEYOND COMPLIANCE

NON-CLINICAL DEVELOPMENT

Non-clinical development includes providing advice to clients in terms of non-clinical study
requirements to support various phases of clinical development of active drug substance and
subsequent marketing authorization. This includes types of pharmacology, pharmacokinetics,
and toxicology studies; their timing/sequence, and an outline of the study design.
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Non-Clinical Support to Medical Device Development

» Biocompatibility evaluation strategy » Studies of extractable and leachable evaluation

» Design of biocompatibility studies » Risk assessment and derivation of Tolerable
Intake (TI) and Tolerable Exposure (TE)
» Risk assessment of extractables
» Exposure determination & Margin of Safety (MOS)

contact@pharmalex.com

pharmalex.com | pharmalexglobal




