BRIEF REPORT

Participant and Caregiver Perspectives on Clinical Research

During Covid-19 Pandemic

Prasad R. Padala, MD, MS, *™*

Ashlyn M. Jendro, MS,*

C. Heath Gauss, MS,*®

L. Casey Orr, BA,*™ Kim T. Dean, MS,* Kerrie B. Wilson, MS,* Christopher M. Parkes, BS,*

and Kalpana P. Padala, MD, MS**

BACKGROUND/OBJECTIVES: The COVID-19 pandemic
has massively disrupted essential clinical research. Many
regulatory organizations have rightfully advocated to tem-
porarily halt enrollment and curtail all face-to-face interac-
tions. Views and opinions of patients and their caregivers
are seldom considered while making such decisions. The
objective was to study older participants’ and their caregivers’
perspectives to participate in ongoing clinical research during
the COVID-19 pandemic.

DESIGN: Cross-sectional.

SETTING: VISN-16/Geriatric Research, Education and
Clinical Center (GRECC), Department of Veterans Affairs.

PARTICIPANTS: Older participants and their caregivers
(N = 51) enrolled in ongoing clinical research studies.
MEASUREMENTS: Questions about perceptions of safety
to attend research visit, the level of panic among the general
public, and medical center’s preparedness in handling the pan-
demic. Other questions identified the source of pandemic
information and the preference of a phone or in-person visit.
RESULTS: Mean age was 69.3 (+£9.4) years, 53% were male,
39% were caregivers, and 65% were Caucasian. Majority
(78%) of the participants felt safe/very safe attending the sched-
uled research appointment; 63% felt that the extra screening
made them feel safe/very safe; 82% felt that the medical center
was prepared/very prepared for the pandemic. Participants split
evenly on their preference for phone versus in-person visits.
Family members and television news media were the commonly
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used sources of pandemic information irrespective of their edu-
cation. Perceptions were influenced by gender and source of
information, not by age or education. Females perceived higher
level of panic compared to males (P =.02). Those relying on
news media felt safer compared to those that relied on family
members (P = .008).

CONCLUSION: Even though informants felt that the medical
center was prepared to handle the pandemic, only half the partici-
pants preferred the in-person visit. Pandemic information was
obtained from family members or the television news media.
Knowing patients’ perspectives may help researchers be better pre-
pared for future pandemics. ] Am Geriatr Soc 68:E14-E18, 2020.
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andemics unfortunately, are not infrequent events any-

more. Even after controlling for disease surveillance,
communications, geography, and host availability, the total
number and diversity of outbreaks have increased signifi-
cantly since 1980.! Historically, low and middle income
countries have borne the burden of infectious disease out-
breaks, but more recently pandemics have exposed the lack
of preparedness in well-connected, economically-stable,
developed countries. Although patient-centered research is
critical during pandemics, each pandemic brings huge dis-
ruptions in essential clinical research.” Coronavirus Disease
(COVID-19), with its asymptomatic transmission, symp-
toms mimicking those of influenza, and a human-to-human
transmission rate of 4, has attained a pandemic state and
exposed the vulnerability of our clinical research enterprise.’

Many national organizations such as the National Insti-
tutes of Health (NIH), the Centers for Disease Control and Pre-
vention (CDC), and the Office of Research and Development
(ORD), have indicated research visits to be nonessential.**
They have advocated, rightfully so, to temporarily halt
study enrollment and curtail face-to-face interactions. As
the principal investigators (PI) weigh in ethical principles,
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local/national guidance, staffing strain, and the risk involved to
each participant to ultimately decide the course of action
for their clinical trials, they seldom examine patient’s and
caregiver’s views and opinions.®

Clinical research depends primarily on the willingness of
research participants to volunteer. Hence, it is important to learn
the factors that shape one’s willingness to participate in clinical
research particularly during a pandemic. The general public is
supportive of clinical research in general, and even during pan-
demics.”® Gobat et al. (N = 6,804) reported that 82% of the par-
ticipants considered that it was important to conduct medical
research during epidemics.® The authors concluded that greater
knowledge about pandemics, trust in health professionals, and
trust in the government predicted an increase in willingness to
participate in research.® Others report that participants some-
times rely on an instinctive decision-making style, which may be
enhanced during pandemics.” Negative psychological effects of
quarantine including post-traumatic stress symptoms, confusion,
and worry that their family members may contract COVID-19,
can influence one’s willingness to participate in clinical
research.®” Others emphasize the importance of research during
pandemics and that participants’ age, prior involvement in
research, and complexity of the proposed research study to be
determinants of participatory decisions.”'*!" The goal was to
study the perspectives of the older patients and their caregivers to
participate in ongoing clinical research during the COVID-19
pandemic.

METHODS

This study was developed to capture older patient and care-
giver perspectives regarding participation in clinical research
during the COVID-19 pandemic. Five questions with 5-point
Likert scales were used to quantitatively evaluate participant
perspectives. These questions included participants’ perception
of safety to attend the visit, the level of panic among the gen-
eral public, medical center’s preparedness in handling the pan-
demic, the safety associated with the extra screening at the
entrance and if they would recommend others to attend their
medical appointments. Two additional questions identified the
source of information about the pandemic and the participants
preferences of whether to attend in-person or via a phone visit.
While responding to the source of information they were
encouraged to pick the most commonly used resource if they
had relied on more than one source.

Interviews were conducted from March 4, 2020 to
March 18, 2020 before the ORD released the guidance to
temporarily halt all in-person research visits unless such a halt
would be detrimental to the participants. Veterans and their
caregivers (N = 51) that were enrolled in several ongoing clini-
cal research studies at the VISN16 Little Rock Geriatric
Research, Education and Clinical Center (GRECC) were inter-
viewed either during their in-person visit or via phone if they
had canceled/postponed the visit. They were all participants
from ongoing geriatric clinical research studies pertaining to
mild cognitive impairment, and major neurocognitive disorder
with and without behavioral problems.

Statistical Analysis

Descriptive statistics were obtained that included frequen-
cies, percentages, means, standard deviations, medians, and

25th and 75th percentiles for demographic and/or general
perception variables, as appropriate. A two-independent-
sample t-test or a Wilcoxon rank-sum test was performed
to compare certain groups with respect to each of five per-
ception variables. While analyzing the information source
variable, only the group relying on a family member and
the group relying on TV as the source were compared due
to the small numbers of respondents relying on other
modalities. Also, a chi-square test was performed to test for
an association between a binary education variable (high
school or less and greater than high school) and the infor-
mation source variable (family member and TV). A 5% sig-
nificance level was used. SAS Enterprise Guide 7.15 (SAS
Institute, Cary, NC) was utilized to perform the statistical
analyses.

RESULTS

A total of 51 Veterans/caregivers were interviewed that
were scheduled for ongoing clinical research studies over a
period of 2 weeks surrounding increased surveillance for
COVID-19. Of these, 31 were Veterans while 20 were care-
givers. Mean age was 69.3 (+£9.4) years, 53% were male,
39% were caregivers, and 65% were Caucasian (Table 1).
Mean education was 12.8 (42.3) years. Majority (78%) of
the participants felt safe/very safe attending the scheduled
research appointment (40 reported feeling safe >4 on a
Likert scale of 1-5); 66% felt that the extra screening made
them feel safe/very safe; 82% felt that the medical center
was prepared/very prepared for the pandemic (Figure 1).
Although the majority responded that the general public

Table 1. Demographics and Descriptive Statistics for
Perception Variables (N = 51)

Variable
Categorical variables n %
Age
<65 years 18 35.3
>65 years 33 64.7
Gender (male) 27 52.9
Participants (participants only) 31 60.8
Race
Caucasian 33 64.7
African American 18 35.3
Education
<High school 31 60.8
>High school 20 39.2
Perception variables (N = 51) Mean SD
How safe do you feel in coming 4.3 1.1
for this research visit?
What do you think of the preparedness 4.3 0.9
of the VA in handling COVID 19?
How safe did the extra screening at 41 1.0
the entrance make you feel??
How likely are you to recommend 4.2 0.9
others to keep their medical appointments?
How panicked do you think the 4.5 0.8

general public is about COVID 19?

*There was one missing value for this variable.
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was panicked/very panicked about the pandemic (86%),
they reported that they would likely/very likely recommend
others to keep their medical appointments (82%) (Figure 1).
Phone visit was not deemed appropriate for four partic-
ipants as they received daily intervention as part of the
ongoing study. The remaining participants split evenly on
their preference for phone versus in-person visits (Table 2).
Although several sources were sought out by the partici-
pants for information about the pandemic, family members
(n = 24) and TV (n = 16) were the most commonly used
modalities by this cohort. Veterans Affairs (VA) media or

How panicked do you think the general
public is about COVID-197?

How likely are you to recommend others
to keep their medical appointments?

How safe did the extra screening at the
entrance make you feel?

What do you think of the preparedness
of the VA in handling COVID-19?

How safe do you feel in coming for this
research visit?

_
—

Facebook was used third most commonly by the respon-
dents (10.2%). Two people had signed up for the CDC
newsletter, and two others were not following news about
the pandemic at all. There was no association between the
binary education variable (high school or less and greater
than high school) and the information source variable (con-
sidering only the family member group and the TV group)
(P = .6847).

Some perception about the pandemic appears to be
influenced by gender and the source of information but not by
age or educational status. There was a significant difference

0

20 40 60 80 100

% of Participants [l No. of Participants

Figure 1. Frequencies and percentages associated with responses of >4 for 5 perception variables where 5 was the highest response

on a 5-point Likert scale of 1 to 5 (N = 51).

Table 2. Respondent Characteristics and Perception about COVID-19 Pandemic?

Perception variable Safety Preparedness Screening® Recommendation Panic
Age

<65 (n = 18) 5.0 (4.0, 5.0) 4.4 (0.6) 4.3 ( 4.5 (0.6) 4.7 (0.6)

>65 (n = 33) 5.0 (3.0, 5.0) 4.2 (1.1) 4.0 (1.1) 4.1 (1.0 4.3 (0.9)
Gender

Male (n = 27) 4.4 (1.1) 4.4 (0.9) 1(1.1) 4.2 (1.0) 4.2 (0.9)

Female (n = 24) 41 (1.2) 4.1 (0.9) (0.9) 4.3 (0.9) 4.8 (0.7)¢
Education

<High school (n = 31) 4.3(1.2) 4.2 (0.9) (1.0) 4.2 (0.9) 4.5 (0.8)

>High school (n = 20) 4.3 (1.2) 4.3 (1.0) 4.3 (1.0) 4.4 (0.9)
Participant/caregiver

Participant (n = 31) 4.3 (1.2) 4.3 (0.9) 4.0 (1.1) 4.2 (0.9) 4.4 (0.8)

Caregiver (n = 20) 4.2(1.2) 43(1.0 4 4.4 (1.0) 4.7 (0.8)
Phone visit preference®

Yes (n = 23) 3.7 (1.4) 3.7 (1.1) 3.8 (1.1) 3.7 (1.1) 4.8 (0.4)

No (n = 23) 4.7 (0.6)f 4.7 (0.5)f 4 4.6 (0.6)f 4.1 (1.0
Information sourced

Family member (n = 24) 3.9 (1.4) 4.0(1.2) 41 (1.1) 4.0 (1.1) 4.5 (0.8)

TV (n=16) 4.8 (0.5)f 4.6 (0.6) 4.2 (1.0) 4.6 (0.7) 4.6 (0.7)

*The summary statistics are given as mean (standard deviation), except for safety with respect to age where median is reported along with 25th and 75th per-

centiles. In that instance, a Wilcoxon rank-sum test was utilized.
bThere was one missing value for this variable.

“Only “Yes” and “No” responses were analyzed. There were four “N/A" responses and one missing value.

4Only “Family Member” and “TV” responses were analyzed. There were nine responses other than “Family Member” and “TV” and two missing values.

P value <.05.
fP value <.01.
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between males and females regarding the mean perceived level
of panic in the general public (P =.02) with the mean per-
ceived level of panic being higher among females (4.8 vs 4.2)
(Table 2). Also, there was a significant difference between
those who rely on TV compared to those who rely on family
members for information about the pandemic in terms of
mean perceived level of safety in coming for a research visit
(p = .008) with those relying on TV feel safer (4.8 vs 3.9) to
come for their in-person visit. Additionally, there was a signifi-
cant difference between those who preferred an in-person visit
and those that preferred a phone visit with respect to the
mean perceived level of safety in coming for a research visit
(P =.003) with those preferring an in-person visit feeling safer
(4.7 vs 3.7), mean perceived level of preparedness of the medi-
cal center in handling COVID-19 (P = .001) with those prefer-
ring an in-person visit perceiving a higher level of preparedness
(4.7 vs 3.7), mean likelihood level of recommending others to
keep their medical appointments (P = .002) with the likelihood
level being higher among those preferring an in-person visit
(4.6 vs 3.7), and mean perceived level of panic in the general
public about COVID-19 (P = .005) with those preferring an in-
person visit perceiving a lower level of panic (4.1 vs 4.8). No
statistically significant differences were found between the Vet-
erans and the caregivers.

DISCUSSION

We present perspectives of participants and their caregivers
from ongoing psychogeriatric clinical research trials. Major-
ity of the participants felt safe to attend the scheduled
appointments, that the Medical Center was well-prepared
for the pandemic, and that the extra screening made them
feel safer. Interestingly, participants felt safe to come-in for
their appointments despite endorsing high levels of panic
the general public had about the pandemic. Although these
results of willingness to participate are in keeping other
research studies conducted during pandemics, they could
change vastly as the COVID-19 pandemic peaks.®1°

Half the participants preferred to have their visit over
the telephone. Telephone visits keep people at home, and
are effective ways to meet medical care during the pan-
demics, and thus, prevent overwhelming of the healthcare
system.'? Even though the Department of Veterans Affairs
has been a leader in providing telehealth, the research enter-
prise trails the clinical use of these platforms. Veterans in
general, have embraced telehealth and reported to be
extremely satisfied with such care.'® The lower number of
participants preferring phone visits could be a cohort effect
as other studies have found that older patients may not
embrace change to telehealth.'* On the other hand, the
preference for telephone visits in this cohort may have been
driven by fear of the contagion given the age of the sample.

In our study, family members were sought out as the
most common source for information regarding the pandemic
followed by news media. Those who got information from
family members perceived being less safe to attend their
appointments and that the medical center was less prepared
for the pandemic than those that relied on TV for news. Simi-
lar results were found during the influenza pandemic of
2009-10, where a negative effect was seen on vaccine uptake
among those that used family and friends as a main
resource.” In a RAND study, respondents rated CDC and

news reports as the most influential source of information dur-
ing the influenza pandemic. However, in the same study those
who reported friends and family to be their most influential
information source had higher vaccination rate than the news
report category.'® In our study, females perceived higher panic
in the general public. Other studies have found some associa-
tion between females and perception of risk of influenza infec-
tion during the HIN1 pandemic.'”

Strengths of the study include the inclusion of both the
participants and the caregivers, and also collecting the percep-
tions from those who attended or not attended their research
visits. A convenience sample was appropriate as the aim of
this study was to generate hypothesis to provide transferable
but not generalizable data, however all participants were part
of ongoing geriatric studies.'® Limitations of the study include
that data was collected at a single site, small sample size, and
that a responder bias cannot be ruled out. Ethnicity distribu-
tion in this cohort was reflective of the patient population.
The small sample size could explain, in portion, the lack of
association of education and age on perception of threat by
the virus, the choice of information source or preference of
visits, hence the results need to be interpreted with caution.

CONCLUSIONS

Most informants felt that the medical center was prepared to
handle the pandemic and that the extra screening made them
feel safer. Most common sources of information regarding the
pandemic were either the family members or the television
news media irrespective of educational status. Perceptions
about the pandemic were influenced by gender and the source
of information. Knowing patients’ and caregiver’s perspectives
may help researchers be better prepared for future pandemics.
Two such measures could be investing in ways to send timely
and accurate messages to patients and their caregivers and
offering more telehealth options during pandemics.
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