
This presentation was developed by a working group within the CTSA network and 
supported by the Center for Leading Innovation and Collaboration. This group came 
together specifically to develop slide sets so that non-geriatrics trained researchers 
can successfully include older adults in research. COVID-19 really demonstrated the 
need for these tools- many non-aging researchers requested aging expertise in 
recruiting older adults into COVID trials. This slide set is meant to provide a brief 
overview of special considerations for research teams to enhance inclusion of older 
adults in research trials. 
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This is an example of a patient story that highlights the critical need to include older 
adults in research. Please feel free to use it- or provide a story of your own patient.
“I am a clinician caring for Ms. M, a 94 year old African American woman with CHF
and CKD4 who lives independently with help from her daughter who lives a block 
away. She enjoys knitting and spending time with her family. She has clearly stated 
that her primary goal is to remain at home with her family. Lately, she has had 
increasing heart failure symptoms despite careful adjustment of medications, diet, 
and fluid intake. Creat continues to rise. On Christmas eve, her family brought her to 
the ED for shortness of breath, having refused hospice stating “We will not let our 
mom be brushed aside.” I see her in the hospital that afternoon.
There are so many things I don’t know about Ms. M’s care: which CHF drugs work 
best in 94 year old African American women while protecting their kidney function. 
How can I best communicate with families of African American elders who 
themselves understand and agree with comfort care, but the family does not. And 
really- everything else about providing care for this delightful patient. There are just 
no research studies that include people like her. You are a researcher who studies 
CHF, but have no additional training in geriatrics or gerontology. What are some of 
the things you need to consider to include people like Ms. M in your research?” 
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Recently, both NIH and FDA implemented policies to mandate inclusion of older 
adults in clinical trials. 
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So, what are some of the considerations for inclusion of older adults? These are just a 
few of them, and not all of them are covered today. Subsequent slides in this 
presentation, or other slide sets in this series, address most of these considerations in 
detail
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Let’s start with a potential research participant, Mr. Scott (read slide)

5



Recruitment of older adults into clinical trials: may need to address transportation 
issues by doing home visits and using mobile units. Pull names from EHR, then invite 
people to a group interview, information and pre-consenting session to recruit them. 
They will enjoy the socialization, and you can enroll, consent, and do baseline data 
collection while getting to know them, getting them excited about the study. Always 
provide food, and of course, we won’t be able to resume this type of recruiting till 
Covid is further behind us. You will want to go to local community centers, meal sites, 
and places of worship to give talks and make yourself known to the community. Give 
yourself extra time to recruit and partner with community agencies like Area 
Agencies on Aging. Taylor the message to the context- a great example of a reach out 
tool came from the Lifestyle Interventions and Independence for Elders study study 
which used the question “Are you experiencing difficulties with your mobility 
compared to how you used to get around?”
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It is important to first understand the demographics of the disease you are studying, 
though this can be challenging- as a lot of demographic resources simply say “over 
65” or “over 75” which doesn’t help us determine how many people in their 80s, 90s 
and above should be recruited. Most chronic diseases such as congestive heart failure 
occur in very old people, so minimizing exclusions as much as possible will help 
ensure that the oldest people with a disease will be included in your study. Engage 
aging experts to assist with thoughtful study exclusions- such as close to end of life if 
you are recruiting for a clinical trial. 
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Study adaptations can also help ensure inclusion of older adults. Drugs may need to 
include dosing and frequency ranges as well as uptitration schedules to account for 
side effects and adverse reactions. Tailor to the needs of the study populations (e.g., 
liquid formulations, small tablet size) to facilitate administration of the intervention, 
as well as long-term compliance and retention. Data collection may be burdensome 
to older participants- plan for more frequent but shorter data collection sessions. 
Have wheelchairs available at study visits if the participant must go to the lab, 
imaging department, or other sites for data collection. Investigators should consider 
outcome measures that can be collected from proxy respondents to minimize loss to 
follow-up over time. Measurement tools will need to be adapted too- large font, 
spaced out physical testing, and use of pocket talkers so participants can hear the 
research team members
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Measuring outcomes important to older adults is still tricky for non-aging trained 
researchers, Often, survival and disease free survival are still the most frequent 
outcomes of cancer and other disease-based trials. And yet, quality of life and 
maintaining function are often far more important than cure or longevity for older 
adults. Using the Age Friendly Research framework, Include measures of mobility, 
medication burden/polypharmacy, cognition, function, and what matters in your 
primary outcome measures.
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Barrett Bowling and his team at the Duke CTSA developed this model to assist 

researchers in inclusion of older adults, and it is a simple tool to assist in 

addressing all of the issues touched on today. This model is discussed in much 

more detail in another slide set on Comorbidity.
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Before we wrap up, just a word on language, because it matters. Rather than using 
terms like elderly, which implies frailty and decline, use more inclusive words like 
older adults. Choose positive language around continuing contributions of and health 
of older adults. You may have heard of Age Friendly Cities or Health Systems-
hopefully research can become Age Friendly as well.
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“Back to Ms. M, the 94 year old African American woman with CHF and CKD4 who 
wanted to remain home, but her family insisted on having her admitted on Christmas 
Eve. Luckily, I was able to connect with a home health agency that was willing to 
meet her at her home that afternoon. We stopped all meds except diuretics, and 
started low dose morphine for symptom control. Home health was able to see her 
daily for a few days to ensure comfort and 3 times weekly thereafter. She died 
peacefully, without further trips to the ED, and without hospice about 3 weeks later. 
Her family felt we hadn’t “abandoned” her and her wishes to remain home were met. 
Luckily this story had a happy ending- but it will be much better when we have 
research to guide our care of this important population.“
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