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The current approach to setting “safe” levels of exposure 
to potent pharmaceutical compounds has remained 

fundamentally unchanged for over 50 years. This approach 
has been applied to both worker setting (through the setting 
of Occupational Exposure Limits) and, more recently, patient 
and/or product safety (through the setting of Permitted 
Daily Exposures). New developments in pharmaceutical 
technology (i.e., antibody-drug conjugates, nanodrugs, viral 
vectors and other biologicals, and emerging immunotherapy 
targets) have combined with ever-increasing drug potency 
present challenges to the paradigm of hazard assessment, 
and have spurred advances and adaptations by which 
robust evaluations of these compounds can be performed. 
The purpose of this presentation is to deliver an overview 
of the hazard assessment process and its applicability to 
both work and patient/product safety, which will include a 
description of what constitutes a “potent” pharmaceutical 

agent. Application of hazard assessment methodologies to 
novel drug candidates and drug delivery technologies, which 
stretch the boundaries of established approaches to hazard 
assessment, will then be discussed.
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