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Abstract

Background/Objectives: To address the underrepresentation of older adults in clinical 

research, the National Institutes of Health will require investigators to include individuals across 

the lifespan. As investigators from other fields endeavor to recruit participants that are more 

representative of the patient population, geriatricians may have the opportunity to influence a 

broad range of research studies in older adults. Our aims were to elicit challenges to inclusion of 

older adults in clinical research and to develop a preliminary framework for communicating these 

challenges to non-geriatrics-trained researchers.

Design: Communication framework development

Setting: Academic hospital and Veterans Affairs Medical Center

Participants: Non-geriatrician researchers and staff, aging research experts

Measurements: Interviews were used to elicit challenges non-geriatrician investigators and 

research staff experience when conducting research that includes older adults and then solicit 

experienced aging researchers’ responses to these challenges.

Results: Challenges described by non-geriatrician investigators included lack of knowledge, 

rigid study structures, and a disease-focused approach. Responses from our geriatrics experts 

included communicating practical advice for avoiding common pitfalls. Our resulting framework 

is the 5Ts: Target population, Team, Tools, Time, and Tips to Accommodate. This tool 

complements the 5Ms model for geriatric care and emphasizes representation of the Target 
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population, building research Teams that include aging expertise, incorporating appropriate Tools 
for function and patient-reported outcomes, anticipating Time for longer study visits, and 

accommodating common needs with practical Tips. Limitations include convenience sampling and 

lack of formal qualitative thematic analysis.

Conclusion: Communicating with non-geriatrician researchers using the 5Ts may offer a 

practical approach to avoiding barriers to inclusion of older adults in research and complements an 

existing framework for communicating the value of geriatric medicine. Next steps in developing 

the 5Ts will be to include additional stakeholders (e.g., national samples of non-geriatrician 

investigators, older adults and their families) and evaluating the impact of its implementation.
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INTRODUCTION

In geriatric medicine, the patients geriatric healthcare providers spend the most time caring 

for—the oldest, most complex—are underrepresented in research.1,2 While the prevalence of 

most chronic diseases increases with age,3 older adults are often excluded from research 

studies explicitly through age cut-offs or implicitly by excluding those with co-occurring 

conditions.4,5 For example, more than 50% of those with chronic kidney disease (CKD) are 

70 years and older;6,7 however, this age group comprises less than 5% of the clinical trial 

populations on which many CKD Clinical Practice Guideline recommendations were based.
8,9 Older adults have been disproportionately excluded from studies of heart disease, cancer, 

and diabetes as well.10–12

Underrepresentation of older adults in clinical research results in evidence that may not be 

generalizable to those who experience the greatest burden of disease.13,14 To address this 

problem, the National Institutes of Health (NIH) “Inclusion Across the Lifespan” policy will 

require all grants on or after January 25, 2019 to submit a plan for including individuals of 

all ages.15 If age-based exclusions are proposed, a scientific justification must be provided. 

This policy will likely lead to opportunities for geriatricians and gerontologists to influence 

a broad range of research studies in older adults, as investigators from other fields endeavor 

to recruit and retain participants that are more representative of the patient population. 

Taking advantage of this opportunity will require aging research experts to effectively 

communicate with non-geriatrics-trained investigators. The purpose of this project was to 

elicit common challenges to inclusion of older adults in clinical research and develop a 

framework for communicating with non-geriatric-trained researchers to increase inclusion of 

older adults and as a first step towards improving the relevance of their work for older adult 

patients.

METHODS

Our approach included three main steps: 1) eliciting the challenges investigators and 

research staff face when conducting research that includes older adults, 2) asking aging 

research experts to respond to these challenges, and 3) developing a communication 
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framework. Our approach assumed that underlying the current tendency to underrepresent 

medically complex older adults in research are a set of practical concerns or barriers 

regarding their inclusion. Thus, the first step was to create an inventory of the challenges and 

barriers perceived by investigators and use this list to work with researchers in the aging 

field to identify potential solutions.

First, our respondent group consisted of researchers and staff who, while not specifically 

trained in aging research methods, conduct research that is highly relevant to older 

populations. We selected five interviewees (GI Medicine, Cardiology, and Nephrology) at 

Duke University and the Durham Veterans Affairs Medical Center. We also interviewed one 

research coordinator in General Medicine/Endocrinology. Interviews followed a semi-

structured interview guide, lasted approximately one hour, and were conducted by the same 

author (CBB). Interviews were not recorded; however, notes from the interviews were 

transcribed and used to identify key challenges to research in older adults from the 

perspective of our interviewees. Next, to check the face validity of responses and allow for 

elaboration of barriers described in our initial interviews, we conducted a round of 

interviews in which we asked interviewees to respond to the list of challenges. This round of 

interviews included seven investigators from General Medicine, Biostatistics, Epidemiology, 

Psychology, and Emergency Medicine. We compiled responses from both rounds of 

interviews and identified major themes.

Second, we presented the list of challenges to six geriatrics and gerontology experts during 

interviews. Experts were asked how they would respond to challenges described by non-

aging research investigators and staff. Our goal in this step was to elicit data that could be 

organized into communication strategies and advice for responding to our non-geriatrician 

colleagues. Questions were phrased as “how would you respond to a colleague who 

experiences this challenge?” Notes from these interviews were used to develop a 

communication framework.

Lastly, we developed the communication framework based on these interviews. This 

included summarizing the challenges and responses from the first two steps. We used an 

iterative approach with a goal of developing a simple, easy-to-remember framework with 

wide applicability. We reviewed similar communication strategies used in clinical geriatrics. 

As the framework was developed, we presented drafts to colleagues in geriatrics as well our 

interviewees for feedback.

RESULTS

None of the investigators interviewed endorsed explicitly excluding older adults or the use of 

upper-age limits for study inclusion. However, they did report several barriers to engaging 

older adults in research and retaining them in their studies. These challenges were grouped 

into three main categories: knowledge, study structure, and disease-focused approach (Table 

1). Interviewees reported that without training in geriatrics or aging research methods, they 

had little knowledge about addressing geriatric syndromes and common age-related 

impairments when these problems arose during enrollment or study participation. Lack of 
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knowledge about existing measures or functional assessment tools and frustration with 

multiple ways to measure frailty or functional status were also reported as limitations.

Our interviewees also described challenges related to the inflexible study structure that they 

considered to be too burdensome for some older adults. They described these challenges 

often as being due to external forces beyond their control: penalties for low recruitment, 

protocols that other investigators designed, and onerous regulatory requirements. Although 

functional status and cognition may not be routinely assessed, indications of these problems 

(e.g., use of a wheelchair, having to repeat instructions) were used to avoid enrolling some 

older adults. Interviewees described the need for operationalized and standardized 

approaches to be included in their protocols. An additional need was for practical strategies 

to accommodate those with age-related impairments or multiple chronic conditions.

The third category of challenges identified by non-geriatrician interviewees related to the 

investigators’ desire to focus on individual diseases and the concern that aging effects or 

comorbid conditions would mask the ability to report on effects related to the single disease. 

Including older adults in their work was an unintended consequence of the higher prevalence 

of these conditions at older age, rather than an intentional desire to study aging. This disease 

focus lead some of our interviewees to question the value of geriatrics or gerontology 

research expertise.

Responses from our geriatrics and gerontology experts related to 1) communicating practical 

advice for avoiding pitfalls in research that includes older adults and 2) communicating 

geriatric principles and the value of a geriatric approach. The practical advice was related to 

understanding the population that the study findings will be generalized to, engaging 

interdisciplinary teams, and providing expertise in the use and interpretation of commonly 

used geriatric assessment tools. Communicating the value of a geriatric approach, which has 

been a goal of geriatrics medicine for many years,16 included knowledge of geriatric 

principles, common problems such as cognitive impairment, and the emphasis on patient-

centered outcomes.

With these responses in mind, we are proposing the 5Ts (Figure 1). This framework 

describes maximizing generalizability by enrolling participants from the Target population, 

building research Teams that include geriatrics and gerontology expertise, incorporating 

appropriate Tools to measure function and patient-reported outcomes, anticipating Time for 

longer study visits, and accommodating older participants with comorbidities and age-

related impairments by following practical Tips. This research communication framework is 

complementary to an existing framework for communicating the value of Geriatrics in 

clinical practice—The 5Ms (Mind, Mobility, Medications, Multi-complexity, and Matters 
Most to Me).17,18 While designed for clinical purposes, the 5Ms are clearly relevant to 

research that includes older adults as well. For example, Mind, referring to cognitive 

impairment, has important implications for assessing capacity to provide informed consent. 

There were some challenges described by our interviewees and responses from our experts 

that were specific to research and are not easily addressed in the 5Ms alone. Therefore, we 

believe that use of the 5Ts, to address practical research issues, along with the 5Ms, to 
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describe geriatric principles, can serve as a comprehensive communication framework 

(Table 2).

DISCUSSION

Conducting research in older populations is challenging, particularly for investigators who 

lack training in geriatrics or gerontology. During interviews with non-geriatrician 

researchers, the following needs were identified: knowledge about key concepts and 

available tools in aging research, more flexibility in study structures to accommodate older 

participants, and a better understanding of how to balance the need for generalizability of 

findings with the desire to focus on disease-specific effects. By interviewing aging research 

experts, we discussed practical strategies for anticipating common challenges and 

recognizing the value of a geriatric approach to research. Our resulting framework includes 

the 5Ts (Target population, Team, Tools, Time, and Tips to Accommodate), which could be 

used along with the 5Ms as a strategy for including special populations in research.

We envision using the 5Ts in several ways. Geriatricians who already serve as collaborators 

or consultants to non-geriatrician investigators could use this tool to better articulate 

anticipated challenges to inclusion of older adults and proactively offer solutions. For 

example, we have used the tool to guide discussions during grant planning and to develop 

human subjects protection sections that justify our study population and procedures. If made 

available directly to non-geriatrician investigators, the 5Ts could also be used as a checklist 

when operationalizing study protocols and, when appropriate, to identify the need for 

additional expertise (e.g., add geriatrician to the Team). The 5Ts could also be used by 

research infrastructure programs, such as the Clinical and Translational Science Awards 

(CTSA) which are tasked with promoting the inclusion of special populations and 

underserved in translational research across the lifespan, to help organize and deliver needed 

resources to support investigators at their institutions. The 5Ts framework may have 

implications for special populations, beyond older adults: by encouraging investigators 1) to 

consider members of the Target population who have been traditionally underserved, 2) to 

broaden research Teams to include community research partners, and 3) to identify Tips to 
Accommodate participants from diverse backgrounds and resource needs.

This is the ideal time to develop and disseminate a communication framework for 

anticipating and addressing challenges in research that includes older adults. The NIH 

“Inclusion Across the Lifespan” policy begins in 2019 and will require more rigorous 

approaches to including older adults or reporting a scientific rationale for not doing so. The 

NIH and Food and Drug Administration have both conducted workshops in preparation for 

this policy change;19,20 however, awareness beyond aging research communities may be 

limited. This framework is also aligned with ongoing efforts that are part of the National 

Institute on Aging (NIA) Grants for Early Medical and Surgical Subspecialists, the Dennis 

W. Jahnigen Career Development Award, and the American Geriatrics Society (AGS) 

Geriatrics-for-Specialists Initiative which are building an aging research workforce of non-

geriatrician subspecialists.
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We acknowledge there are limitations to our approach. Interviewees were from a single 

academic medical center in medical subspecialties. Although we used semi-structured 

interviews to identify common barriers, interviews were not recorded, and formal thematic 

analysis was not conducted. While our focus was on eliciting challenges non-geriatrics-

trained investigators experience, there is also an opportunity to learn from older adults who 

have and have not participated in research. Further, this framework has not yet been 

implemented or evaluated, therefore the effectiveness of the 5Ts for supporting inclusion of 

older adults in research remains to be proven. Despite these limitations, the simple design of 

this framework, alignment with the clinical 5Ms of geriatrics, practical applicability, and 

engagement of several stakeholders during development should be considered strengths. To 

better refine this framework, next steps include expanding our data collection to include a 

larger and more representative group of stakeholders (e.g., national samples of geriatrics and 

non-geriatrics trained investigators, older adults and their families) and evaluating the impact 

of implementation of the 5Ts within and outside of the field of geriatrics.

Just as most older patients will not be cared for exclusively by geriatricians, most research 

protocols will not be written, reviewed, or coordinated by investigators and research staff 

with formal training in geriatrics or gerontology. Communicating with non-geriatrician 

researchers using the 5Ts is a practical approach to avoiding barriers to inclusion of older 

adults in research and complements the 5Ms framework designed to communicate the value 

of geriatric medicine in clinical practice.
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Impact Statement:

We certify that this work is novel. We have developed a new framework for 

communicating with non-geriatrician researchers to help avoid barriers to inclusion of 

older adults in research.
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Figure. 
The 5Ts is a framework for communicating with non-geriatrics-trained researchers to 

increase inclusion of older adults in clinical research.
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Table 1.

Challenges faced by non-geriatrician subspecialists when conducting research that includes older adults

Challenge Examples Need

Lack of knowledge • No training in aging research, geriatric syndromes, or common age-related 
impairments
• Unaware of knowledge gaps and high priority research questions in aging
• Overwhelmed by range of existing measures (e.g., phenotypic frailty vs. 
deficit accumulation)
• Not sure when to seek expertise in aging research

Conceptual framework to anticipate 
problems and plan for solutions
Team members with content 
expertise

Rigid study structure • Emphasis on meeting recruitment targets
• Inflexible and complex study protocols that often require multiple in-
person visits
• Concerns about high withdrawal rates and need to report unrelated 
adverse events
• Regulatory requirements increase study complexity (e.g., consent forms)

Operational approach to 
standardizing inclusion of older 
adults
Practical strategies for 
accommodating those with age-
related limitations

Focus on individual 
disease processes

• Underappreciate value of geriatrics/gerontology research expertise
• Skeptical that mechanisms of disease differ in younger vs. older adults
• Outcomes chosen based on relevance to disease of interest

Concise description of value of a 
geriatrics approach

J Am Geriatr Soc. Author manuscript; available in PMC 2020 February 01.
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