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NIH Inclusion Across the Lifespan policy established in January 2019.  In a study 
published in JAMA Internal Medicine, investigators looked at CVD trials registered on 
ClinicalTrials.gov one year before the policy as compared to the year after the policy 
went into effect.  While we do see a reduction in the percentage of trials specifying 
age limits, we don’t see much of a dent in the disproportionate exclusion of older 
adults or in an improvement in use of geriatric outcomes such as  health related 
quality of life or function.  So we do still have our work cut out for us.
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The objective of this presentation is to weave together multimorbidity, 
polypharmacy, and increased risk of inter-current healthevents and the impact 
of these things on the inclusion of older adults in clinical trials.
So let’s start with multimorbidity.  The most common chronic condition of 
older adults is multimorbidity.  2 of every 3 older adults have MCCs.  And in a 
review of 190 clinical trial that explicitly considered MCCs in the selection of 
study subjects, 94% of these trials excluded persons with MCCs.
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Read bullets.  Polypharmacy can actually be a good thing for the right patient 
with the right medical conditions cared for by the right clinicians.
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A meaningful percentage of trials across these very different conditions used 
polypharmacy or concomitant medication use as a reason to exclude individuals from 
participation in clinical trials.
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In regard to considering Aging, Polypharmacy and Multimorbidity there is a sort of 
intersectionality going on.  Aging, Polypharmacy, and Multimorbidity intersect to 
increase the risk for Inter-current Health Events.  Intercurrent health events are
events occurring after treatment initiation that affect either the interpretation or the 
existence of the measurements associated with a clinical question of interest.
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Examples of an inter-current health events include adverse drug events leading to 
discontinuation of a study drug, hospitalization, and death.  For certain types of 
studies, particularly efficacy trials, these things can challenge the conduct of a study 
and the interpretation of study findings.  It would follow that a researcher might seek 
to avoid recruiting study subjects at increased risk for inter-current health events.



This is an overly complex figure, but basically what it depicts is that with an increasing 
burden of multimorbidity and polypharmacy (on the x axis), physical resilience (on 
the y axis) declines.  That sets up a situation where a person becomes less able to 
respond to a stressor which can lead to an adverse health event.  
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This situation becomes exaggerated with advancing age.
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So in Summary…



It’s easy to identify challenges and problems.  It’s much more difficult to implement 
solutions, but we need to.
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