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WHEN/HOW to STUDY OLDER PTS?

Intense, competitive
racing

Fewer patients, quick-
changing paradigms

• Expanded but 
constrained access/ off-
label use

• Limited 
infrastructure/motivation

• Sparse data



What do we need to know?

• appropriate initial dose for this patient
• how soon will intended effect start
• how long will it last
• will tolerance/resistance develop
• what happens if patient misses some doses
• chances that initial dose will have to be altered
• what do I follow to see if dose needs to be altered
• how do I alter it: how long do I wait to re-evaluate, what 

increments are suggested
Sheiner, “Learning vs. confirming in clinical drug development” Clin Pharmacol
Ther ’97
Lyauk, “Dose Finding in the Clinical Development of 60 US Food and Drug 
Administration-Approved Drugs Compared With Learning vs. Confirming 
Recommendations.” Clin Transl Sci ‘19



Move beyond age to predictors

Age

Disease type

Intensity/complexity of
planned treatment

Bone marrow reserve/
nutritional status

Kidney function
Hearing

Balance/coordination

Functional independence
Endurance/fitness

Overall social/physical well-being
self-assessment

Hurria, Mohile, et al J Clin Oncol’16



Innovative design 1



Innovative design 1



Innovative design 2

Day 1
Days 3-5
& 15-17

Days 43
& 85

Scientifically personalizing taxane therapy for geriatric 
cancer patients a UVACC pilot study



Study designs/approaches to early 
phase therapeutic development –

pharmacology perspective
• Clinical Pharmacology!
• The next level- more and better data
• Innovation in interdisciplinary research…



• Not an issue of not enough patients
• Insufficient representative diversity of patients

– Missing heterogeneity
– Missing determination of the specific predictors

• Not a scientific challenge
• An engineering/operations/culture challenge
• Need to design proper “learning trials” and intentionally capture 

the diversity to generate worthwhile and testable hypotheses
• Dedicated academic trials- enhance safety with teamwork 

among geriatrics and drug development oncology
•
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