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ABSTRACT

Background: Older adults with multimorbidity have been under-represented in clinical drug trials. We sought to determine
willingness to enroll in trials and preferences of older adults for learning about clinical trials, visit frequency, travel, locations,
and testing.

Methods: Cross-sectional internet and telephone survey of a nationally representative sample of adults >65years with >3
chronic conditions (NORC University of Chicago Foresight 50+ panel) from March-April 2023 to determine acceptability of
aspects of clinical trials.

Results: Surveyed 1318 (1142 Internet, 176 phone), mean age 72.3 £ 6.3 (SD), 52% women; race: 83% White, 10% Black or African
American (BLAfrAm), 5% Hispanic or Latino, 1.1% Asian; 4.4+ 1.9 chronic conditions (of 16 queried), taking 7.5+ 3.3 medica-
tions. Almost half would consider trials of medications for memory problems, hypertension, cancer, chronic pain, diabetes, or
high cholesterol. Men and BLAfrAm respondents were the most willing to consider hypertension or diabetes trials. Preferences
for where to learn about trials were physician offices (87% overall, 85% of BLAfrAm, 94% of Hispanic); 10% of White respondents
considered senior centers versus 30% of BLAfrAm and 20% of Hispanics (p <0.001). Two-thirds wanted written materials and
question and answer sessions (no significant sex or racial differences). Respondents anticipated no difficulty with measuring
blood pressure at home, and only respondents > 80years anticipated difficulty wearing activity monitoring devices. All groups
preferred monthly or every 3—4 month visits for physical exams, blood or urine tests vs. less frequently and were willing to travel
half an hour in each direction for visits.

Conclusions: Efforts to increase enrollment of older adults and older adults from previously under-represented racial popula-
tions will need increased physician engagement. Pragmatic trials with infrequent participant contact are not likely to increase
participation of older adults with multimorbidity.

This article reflects the views of the author and should not be construed to represent FDA's views or policies.
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Summary

« Key points

o Almost half of older adults with multimorbidity are
willing to consider clinical trials of medications for
conditions common in older adults regardless of sex
or race.
Older adults with multimorbidity want to learn
about clinical trials from physicians, in physician
offices with written information and an opportunity
for questions and answers, and not in senior centers,
libraries, or pharmacies.
Older adults with multimorbidity are willing to travel
(if less than one half hour each way) for in-person
exams and laboratory testing during clinical trials.
Older adults with multimorbidity prefer contact
with researchers at monthly or every 3-4month in-
tervals during clinical trials.

o

o

o

« Why does this paper matter?

o Older adults with multimorbidity have been under-

represented in clinical drug trials.

o To increase participation, clinical trials and clin-

ical trial designs need to be aligned with their
preferences.
Our results demonstrate the importance of involv-
ing physicians in discussions of clinical trials and
trial designs that include contact with researchers at
monthly or quarterly intervals during clinical trials
regardless of sex, race, or very old age.

o

1 | Introduction

Older adults are under-represented in clinical trials including
evaluations of new medications [1-8]. Suggestions to improve
participation of older adults have been made [2-5, 9] but view-
points of older adults about study components have seldom been
collected. Changes in clinical trial design and conduct are un-
likely to have an impact unless they align with the perspectives
of currently under-represented older adults with multimorbidity.

We surveyed a nationally representative sample of older adults
with multimorbidity to elucidate barriers and motivators for
clinical trial participation [10]. This paper presents their views
on types of studies they might join, how and where they want to
learn about clinical trials, the acceptability of common research
procedures, and preferences for the frequency of data collection
and visits. We also compare responses between sexes, races, eth-
nicities, and very old adults compared to younger old adults.

2 | Methods

We conducted a cross-sectional survey from March 13, 2023
to April 27, 2023, using the National Opinion Research Center
(NORC), University of Chicago Foresight 50+ panel created in
2021 by the American Association of Retired Persons and NORC.
This is a probability-based representative panel of civilian non-
institutionalized U.S. adults > age 50years, stratified by age, race/
ethnicity, education, and sex. Details of panel recruitment and
weighting are online (Foresight50.NORC.org). Study inclusion

was adults over age 65 self-reporting > 3 chronic conditions. The
final sample was made nationally representative by weighting
with base weights of the inverse probability of selection from
the NORC frame adjusted to account for unknown eligibility and
nonresponse among eligible participants.

Survey responses were in yes/no format and 3- and 4-pt Likert
scales. Questions were based on literature review, cognitive test-
ing with older adults with multiple chronic conditions, NORC
consultation, and pilot testing. NORC distributed surveys, col-
lected responses, provided unweighted and weighted results to
the investigators, and issued participant compensation.

Descriptive statistics were calculated and responses examined
by age, sex, and self-reported race and ethnicity (collapsed to
non-Hispanic White, non-Hispanic Black or African American
(BLAfrAm), Hispanic, non-Hispanic Asian, other). Chi-square
tests assessed the association between categorical demographic
variables and binary responses, and analysis of variance evalu-
ated differences in continuous and scale responses across sub-
groups. Multivariable logistic regression evaluated predictors of
responses indicating unwillingness to consider trials. Descriptive
statistics and comparative analyses were computed using NORC-
provided survey weights. The Survey (svy) estimation procedure
in Stata version 17 was used for statistical computations.

The University of California, San Francisco (UCSF) Institutional
Review Board (IRB) approved the study protocol and served as
the single IRB for UCSF and the University of California, Los
Angeles. NORC IRB also reviewed and approved the survey for
distribution and reporting.

3 | Results
3.1 | Participants

Invitations were sent to 10,779 Foresight 50+ panel members;
3329 replied and were screened (31%) and 40.3% met eligibility
criteria (Supporting Information: Item 1). Surveys were received
from 1340 and analyzed for 1318 (22 did not meet quality con-
trols). Participant characteristics are in Table 1. Mean age was
74+ 6.3 (SD) years, with 54% aged 70-79, 18% between 80 and
89, and 1.3% > age 90. Most were White; percentages of women
and men were equal, and most lived in metropolitan areas.
Participants self-reported 4.6 +2 of 16 common chronic condi-
tions (see Supporting Information: Item 2 and 3). Twelve percent
had previously joined a clinical trial of a medication.

3.2 | Conditions for Which Participants Would
Consider Participation in a Clinical Trial of a
Medication

Respondents would participate in a trial to test a medicine if
they had memory problems (52%), hypertension (50%), cancer
(48%), chronic pain (44.5%), diabetes or high cholesterol (44%
each), and wanted to slow aging (38%). Men were more likely
to consider joining trials than women for hypertension, can-
cer, diabetes, and high cholesterol (see Table 2), and BLAfrAm
participants were more likely to consider joining trials for
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TABLE1 | Survey-weighted respondent characteristics.

Total n 1318
Age, years, mean (SD) 74.0 (6.3)
Less than 80, n (%) 1063 (80.7)
80 or more, n (%) 255(19.3)
Sex, n (%)
Male 663 (50.3)
Female 655 (49.7)
Race/ethnicity, n (%)
White, non-Hispanic 1022 (77.5)
Black or African American, non-Hispanic 148 (11.2)
Hispanic or Latino 102 (7.7)
Asian, non-Hispanic 13(1.1)
Other 33(2.5)
Number of prescription medications, mean (SD) 7.7 (3.6)
Number of medical conditions mean, (SD)* 4.4(1.8)
Survey mode, n (%)
Phone 235(17.8)
Internet 1083 (82.2)
Geographic region, n (%)
Northeast 254 (19.3)
Midwest 284 (21.5)
South 530 (40.2)
West 249 (18.9)
Metropolitan vs. rural area, n (%)
Non-metropolitan 230(17.4)
Metropolitan 1088 (82.6)
Education level, n (%)
Less than high school 163 (12.4)
High school graduate or equivalent 418 (31.7)
Some college/associate degree 313 (23.7)
Bachelor's degree 199 (15.1)
Post graduate study/professional degree 225(17.1)
Annual household income, n (%)
Less than $30,000 349 (26.5)
$30,000 to under $60,000 433 (32.8)
$60,000 to under $100,000 282 (21.4)
$100,000 or more 255(19.3)
Adequate health literacy® 1088 (82.9)

20f 16 conditions queried in the survey (selected from the 10 most frequent
conditions in older adults (minus dementia), plus cancer, liver disease, and
stroke commonly included in co-morbidity indices, and atrial fibrillation,
osteoporosis, gastroesophageal reflux/ulcers and thyroid disorders present in
over 10% of older adults without sex specificity).

bAdequate health literacy defined as those who were “extremely” or “quite a bit”
confident with filling out medical forms by themselves [11].

hypertension, diabetes, and high cholesterol than White or
Hispanic participants. There were no significant differences
by sex, race, or age for considering trials for slowing aging or
chronic pain. Thirty-one percent of women would join a trial
of an osteoporosis medicine and 41% of men with prostate en-
largement would join a treatment trial. Only 15% of participants
would not join any of these types of trials. Multivariate analysis
found women and those > 75years of age were less likely to join
trials, while education level, income level, and race did not affect
this consideration (see Supporting Information: Item 4).

3.3 | Where and How Respondents Would Like to
Learn About Clinical Trials

Seventy-three percent preferred to learn about clinical trials
individually, but slightly over half of BLAfrAm respondents
preferred to learn in a group vs. 23% of white non-Hispanic par-
ticipants and 28% of Hispanic participants (Table 2). Preferred
sites for hearing about trials were physician offices (87%) hospi-
tals (41%), in homes (30%), at pharmacies (17%), at senior centers
(14.5%), a place of worship (6%), and at a library (5%) (Table 2).
Sessions at senior centers were preferred by 30% of BLAfrAm
and Hispanic respondents versus 11% of White respondents.
Preferences for sessions in religious institutions were noted by
20% of BLAfrAm respondents compared with 11% of Hispanic
and 4% of White respondents. Women chose group settings more
than men (33% vs. 21%) as did more BLAfrAm respondents com-
pared to White or Hispanic respondents (55% vs. 23% or 28%,
respectively).

Respondents preferred information about clinical trials in writ-
ten materials (68% overall without detectable age, sex, or racial
differences), by question-and-answer sessions (60%), or watch-
ing videos (51%). Slightly fewer of those > 80years of age chose
hearing talks than those < 80years of age (33% vs. 40%). Getting
information by telephone was chosen by 17% overall but by 35%
of BLAfrAm respondents and 24% of Hispanics compared to
14% of White respondents (Figure 1).

3.4 | Perceived Difficulty With Potential Study
Procedures

Only 5%-10% of respondents reported difficulty checking their
blood pressure at home, without differences by sex, race, or
age group (Supporting Information: Item 5). Sixteen percent of
BLAfrAm respondents and 14% of those over age 80years of age
anticipated difficulty with physical activity monitoring devices,
and 11.5% of BLAfrAm would have difficulty with home deliv-
ery of study supplies. In contrast, > two-thirds would find travel
over 1h each way to a research site difficult, with women (76.4%
vs. 55% of men) and those >age 80 anticipating the most diffi-
culty (70.8% vs. 64.4% if <80years).

3.5 | Willingness to Undergo Examinations
and Travel During a One-Year Clinical Trial

About one-third were willing to have physical exams monthly
and another third every 3-4 months. Fewer selected twice (21%)
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* LearninPhysician
Office

* Watch a Video

* Q&A Opportunity

* Monthly or Quarterly
Visits

* Travel<’zhrone
way for visits

* Learn |!n Pharmacy, Senior
Center, Library, or Church

* LearninaGroup or by
phone call

* Semi-annual or annual
visits

* Travel >1 hr one-way for
visits

FIGURE1 | Summary of preferences of older adults with multimorbidity for learning about clinical trials and trial visits.

or once yearly (9%) exams (Supporting Information: Item 6).
Monthly intervals for blood tests or collecting urine were chosen
by about half of respondents and 3—-4 month intervals by about
another one-third. Fifty-six or 4.2% of respondents would not do
any tests at any intervals and three quarters of those were indi-
viduals who would not consider clinical trials for any conditions
listed in Table 2.

4 | Discussion

Older adults are under-represented in clinical trials of medical
disorders that are prevalent but not unique to older age [1-7].
Our survey of a nationally representative sample of older adults
with multimorbidity found that about half would consider a clin-
ical trial for memory problems, hypertension, cancer, high cho-
lesterol, diabetes, or chronic pain. Hispanic respondents reported
willingness to consider clinical trials at rates similar to those of
White respondents. BLAfrAm respondents were more likely
than White or Hispanic respondents to consider clinical trials for
hypertension, diabetes, or high cholesterol. These responses sup-
port arguments and data that under-enrollment of older adults
or older BLAfrAm or Hispanic people in clinical trials is not be-
cause they are unwilling to consider clinical trials [12-16].

Lack of information about or access to clinical trials contrib-
utes to the under-representation of older adults and especially
BLAfrAm and Hispanic people [15, 16]. Suggestions to reach
these groups include educational outreach and dissemination of
information about clinical trials at the community level, includ-
ing pharmacies, senior centers, libraries, religious institutions, as
well as hospitals and in homes [9, 16, 17]. In contrast, our na-
tionally representative sample of older adults preferred to learn
about clinical trials in physician offices. While the percentages
of BLAfrAm and Hispanic respondents that would be willing to
learn about clinical trials in religious settings or in senior centers
were somewhat higher than in White respondents, it is key that
85% of older BLAfrAm and 94% of older Hispanic adults pre-
ferred to learn about clinical trials in physician offices. Hospitals,
pharmacies, and libraries were less preferable learning sites.

Written materials were preferred for information about clinical
trials in two-thirds of older adults, followed by a question-and-
answer session, watching a video, and hearing a talk. A prefer-
ence for question-and-answer sessions was significantly higher
in BLAfrAm respondents than in other groups and by slightly

more BLAfrAm respondents than those preferring written ma-
terials. Telephone calls were the least popular method of getting
information in all groups. The implications are that written in-
formation about clinical trials is universally important, but the
opportunity for question-and-answer sessions is also important,
especially to older BLAfrAm adults. Combined with our prior
analyses showing that physicians have the most influence on
decisions regarding clinical trials [10], efforts to increase enroll-
ment of older adults of White, BLAfrAm race, or Hispanic eth-
nicity into clinical trials would be most effective if focused on
physicians caring for these people [18].

Travel is mentioned as an obstacle for research participation
of older adults, [3, 4, 10, 16, 19-21] yet our respondents were
willing to travel less than 30min in each direction for monthly
(43%) or every 3—-4 month visits (another 28%). Women and those
> 80years found travel more difficult, but 2/3 were willing to
travel if less than 30 min one-way monthly or every 3—-4 months.
The implication is that it is not transportation per se that is a
challenge but longer travel times.

Perhaps surprisingly, fewer participants were willing to have vis-
its or testing of blood or urine at twice or once yearly intervals,
during a hypothetical one-year clinical trial of a new medicine.
More were willing to have visits and testing at monthly or quar-
terly intervals. Our findings are supported by recent experience
of the ADAPTABLE trial of older adults where planned annual
phone follow-up was increased to more frequent follow-up and
enrollment of participants in ancillary studies with in-person
visits because participants wanted more contact [22].

Clinical trials are increasingly using patient-measured physio-
logical data. Over 90% of survey respondents reported it would
be somewhat or very easy to check their blood pressure at home.
A similar percentage found it somewhat or very easy to wear
an activity monitoring device, with only 14% of the oldest par-
ticipants finding it difficult or very difficult. These data are in
contrast to the one-third of these same respondents that we
previously reported had some difficulty connecting to a video
visit [10].

4.1 | Limitations

We studied a nationally representative sample of older adults
with multimorbidity enrolled in an opinion research panel that
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limited the number of annual surveys of each participant, con-
tributing to only 31% of those invited participating in this survey.
There were fewer racial or ethnic minority respondents. Racial or
ethnic differences may have been underestimated, or responses
from individuals with less exposure to surveys or research might
differ. Preferences of younger people might also differ.

In summary, our nationally representative survey of older adults
with multimorbidity demonstrates their willingness to consider
participation in clinical trials for diseases common in older
adults, with willingness to consider trials for hypertension, dia-
betes, and high cholesterol highest in BLAfrAm respondents. All
groups wanted to learn about clinical trials from physicians, in
physician offices, with question-and-answer sessions and written
information. They were willing to consider trials with in-person
visits at monthly or 3-4 month intervals and to travel if less than
30min one-way. The data suggest efforts to increase enrollment
of older adults should focus on increasing physician engagement
with the dissemination of written information and answering
questions about trials. The data also suggest that pragmatic trials
with infrequent participant contact are not likely to increase par-
ticipation in clinical trials in older adults with multimorbidity.
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