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Abstract
The inclusion of healthy volunteers (HVs) in first in human (FIH) oncology clinical trials with small molecules, including targeted and immunomodulatory agents, is a strategy that was not envisioned with classic chemotherapy. To be able to proceed with this approach, a FIH oncology trial in HVs requires an extensive and robust nonclinical package including toxicokinetic and pharmacokinetic, thorough safety pharmacology, toxicology and genotoxicity studies compared to cancer patients (CPs). This strategy could provide an early characterization of the pharmacokinetic parameters and clinical safety profile in the absence of comorbidities and concomitant medication. It also may avoid the ethical considerations around the administration of sub-therapeutic doses to CPs, and could potentially help to accelerate the timelines of clinical drug development with same oncology agents. However, the choice of the population of FIH clinical trials evaluating oncology therapeutics must be properly assessing on a case-by case-basis, with fully understanding of the regulatory guidance and thoroughly evaluation of the benefits and risks in order to select the best scenario to advance the drug development in a responsible and efficient manner.
[bookmark: _GoBack]The paper was accepted in September 14,  2021 and published in the British Journal Clinical Pharmacology https://bpspubs.onlinelibrary.wiley.com/doi/10.1111/bcp.15092

Biography
I am board certified Medical Oncologist, from “University Autonoma de Madrid”, Spain, with almost 20 years of national and international clinical/clinical research oncology experience, Phase I-III in different solid tumors/hematological malignancies. I provided significant contribution to several INDs, orphan drug applications and one NDA. Co-author of 8 book chapters and author/co-author of more than 20 papers in oncology.  More than 40 presentations delivered in Spanish and international conferences. Named as inventor of two patent applications, according to the contribution to the clinical trials. Member of the Spanish Society of Medical Oncology, European Society of Clinical Oncology, American Society of Clinical Oncology and Madrid Medical’s School
Presenting author details 
Full name: Begoña de las Heras Garcia, MD
Contact number: 0034650650409
Twitter account:
Linked In account: https://www.linkedin.com/in/bego%C3%B1a-de-las-heras-garcia-35731618/
Session name/ number: 
Category: (Oral presentation/ Poster presentation): Oral presentation


