Role of a toxicologist in clinical trial initiation and progression 
Sharleen V Menezes1. Drug Development Consulting, Novotech-CRO1, Sydney, NSW, Australia.
The role of a toxicologist in the initiation and progression of clinical trials is to bridge scientific study conduct with regulatory expectations to ensure robust nonclinical safety data supports the clinical program of an investigational drug product and therapy. This can encompass designing, overseeing and interpreting nonclinical study data including pharmacology, pharmacokinetic and toxicology studies. At the clinical trial initiation stage, toxicologists may characterize potential adverse effects, determine safe starting doses, and establish margins of safety. This data forms the foundation of regulatory submissions and documents such as Investigator’s Brochures (IB), Investigational New Drug (IND) applications or Investigational Medicinal Product Dossiers (IMPD), enabling approval to proceed into human trials. Toxicologists ensure that studies comply or align with regulatory guidelines, as well as emerging technologies and safety data to inform clinical protocol development and guide risk mitigation strategies. By integrating scientific and regulatory perspectives, they help ensure that clinical trials proceed ethically, safely, and in compliance with global regulatory standards.

