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This talk discusses biopharmaceutical (drug) development for older adults, including considerations in Phase I (clinical 
pharmacology), Phase II/III (clinical development), marketing authorization (labeling), and Phase IV (postmarketing 

risk evaluation and mitigation strategies or risk minimization). After participating in this activity, participants will: (1) Know 
the key age-associated changes in pharmacokinetics and pharmacodynamics under consideration when developing drugs for 
older adults - The purpose of Phase I (clinical pharmacology) drug trials in older adults is to determine if there are relevant age-
associated changes in pharmacokinetics (absorption, distribution, metabolism, and elimination) and/or pharmacodynamics; 
(2) Understand why older adults are frequently excluded from clinical trials - There is a shortage of studies focusing on older 
adults, so clinicians and policy makers frequently rely on clinical trials of the general population to provide supportive evidence 
for treating complex, older patients. This talk details the challenges of including frail, older adults in clinical trials; (2) Describe 
different types of product labeling - The talk will review different aspects of product labeling for both healthcare providers 
and patients/caregivers. The basic rules that govern advertising for prescription drugs, including direct-to-consumer (DTC) 
advertising, will also be discussed; and (4) Be aware of current and future approaches to understanding drug safety (and 
effectiveness) in older adults - The speaker will discuss the implications of recent regulatory initiatives and global trends on the 
safe and effective use of drugs in older adults.
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