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BACKGROUND: Little is known about the impact of
COVID-19 on patient, family member, and stakeholder
patient-centered outcomes research engagement.
OBJECTIVE: To answer the research questions: (1) What
is the impact of COVID-19 on the lives of patients with
kidney disease and their families? (2) What is the impact
of COVID-19 on research engagement for patient and
family member research team members who are
themselves at very high risk for poor COVID-19 out-
comes? and (3) How can we help patients, family
members, and stakeholder team members engage in
research during COVID-19?

DESIGN: We conducted virtual semi-structured inter-
views with patient and family member co-investigators
and kidney disease stakeholders from the PREPARE
NOW study during November 2020. The interview guide
included questions about participants’ experiences with
the impact of COVID-19 on research engagement.
PARTICIPANTS: Seven patient and family member co-
investigators and eight kidney disease stakeholders in-
volved in a kidney disease patient-centered outcomes
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research project participated in the interviews, data anal-
ysis, and writing this manuscript.

APPROACH: We used a content analysis approach and
identified the main themes using an inductive process.
KEY RESULTS: Respondents reported three main ways
that COVID-19 has impacted their lives: emotional im-
pact, changing behaviors, and changes in health care
delivery. The majority of respondents reported no negative
impact of COVID-19 on their ability to engage in this
research project. Suggestions for patient-centered out-
comes research during COVID-19 and other emergencies
include virtual research activities; active engagement;
and promoting trust, honesty, transparency, and
authenticity.

CONCLUSIONS: COVID-19 has had a significant negative
impact on patient, family member, and stakeholder re-
search team members; however, this has not resulted in
less research engagement.
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BACKGROUND

Patient-centered outcomes research (PCOR) is essential for
testing new interventions for chronic illnesses such as kidney
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disease and examining their impact. Kidney disease PCOR has
been growing internationally.' One example is the PRE-
PARE NOW study, a S-year cluster randomized controlled
trial examining the effect of systemic changes on kidney
disease care.'®""® This study, funded by the Patient-Centered
Outcomes Research Institute (PCORI), includes people with
kidney disease and family members of people with kidney
disease as study co-investigators and kidney organization
stakeholders as research team members.

The COVID-19 pandemic has had a significant impact on
the kidney disease community at large in the USA. People
with kidney failure are among the highest-risk groups for
severe COVID-19 infection'* and poor COVID-19 out-
comes.'* ' Compared to people with COVID-19 in the gen-
eral population, patients with kidney failure and COVID-19
are at a greater risk for rapid progression of the disease'” and
increased mortality.' !

While there have been recommendations on the conduct
of PCOR and other clinical research during COVID—19,22*
24 little is known about the impact of COVID-19 on the
ability of patients, family members, and stakeholder organ-
izations to maintain active participation in PCOR engage-
ment. Given that COVID-19 will have a global impact for
the foreseeable future, it is crucial to understand how this
pandemic is impacting PCOR. Social distancing, travel
restrictions, and other safety measures required to minimize
transmission of COVID-19 may have deleterious effects on
PCOR engagement. This is particularly likely among pop-
ulations at the highest risk for poor COVID-19 outcomes,
such as people with kidney failure. People living with
kidney disease have recounted disruptions in daily routines
and medical care, social isolation, and psychosocial
impacts.”® As a result, patients, family members, and stake-
holders may not be able to engage in research as they did
before COVID-19.

The importance of what we have learned about patient
engagement in research goes beyond the immediate COVID-
19 pandemic. Much as telemedicine became rapidly more
common at the beginning of the COID-19 pandemic,? the
use of alternative workflows for PCOR studies occurred al-
most overnight, including alternative meeting platforms and
interactions that had to be fit into broadly changing life cir-
cumstances. Just as health systems are currently planning for
post-pandemic systems for telehealth services, PCOR
researchers must prepare for how engagement should best
occur in post-pandemic projects.

To explore the impact of COVID-19 on research engage-
ment by patients, family members, and stakeholders in the
PREPARE NOW study, we conducted qualitative interviews
to answer the research questions: (1) What is the impact of
COVID-19 on the lives of patients with kidney disease and
their families? (2) What is the impact of COVID-19 on re-
search engagement for patient and family member research
team members who are themselves at very high risk for
poor COVID-19 outcomes? and (3) How can we help

patients, family members, and stakeholder team mem-
bers engage in research during COVID-19? Lessons
learned from this study can provide insight on how to
help patients, family members, and stakeholders engage
in research during COVID-19 or other emergencies.

METHODS
Study Design and Participants

In November 2020, we conducted a qualitative study to assess
how COVID-19 has impacted patient, family member, and
stakeholder engagement in the PREPARE NOW research
study. Described previously,'> PREPARE NOW (NCT
02722382) is a cluster randomized controlled trial examining
the effectiveness of a multi-faceted intervention to improve
shared and informed decision-making in the care of patients
with kidney disease.

Six patient and two family co-investigators and eight rep-
resentatives from eight kidney disease stakeholder organiza-
tions (American Association of Kidney Patients; Council of
Nephrology Social Workers; Geisinger Health System; Med-
ical Education Institute, Inc.; National Kidney Foundation;
Quality Insights Renal Network 5; Renal Physicians Associa-
tion; The Care Centered Collaborative at The Pennsylvania
Medical Society) have been active research partners from the
time of project inception in 2013."?

As previously described,'? patient and family co-
investigators have been very involved with the study from
the project’s conception to dissemination. Over the 4
years of the project before the COVID-19 pandemic, co-
investigators participated in regular meetings with re-
search team leaders and staff (usually monthly), where
they reviewed updates on the project and provided input
into all aspects of the research. Representatives from
stakeholder organizations provided advice on the project
at quarterly full team meetings. Co-investigators and
stakeholders were also members of project workgroups
(i.e., recruitment, data collection, intervention design, data
analysis). Patient and family member co-investigators
were asked to participate in these interviews at a meeting,
and through email, and stakeholders were invited to par-
ticipate by email. Each interviewee participated in one
interview, and there were no repeat interviews. To maxi-
mize data saturation of project representatives, every pa-
tient and family co-investigator and stakeholder was in-
vited to participate in an interview.

There was no additional compensation for participating in
these interviews. Interviewees were compensated annually for
their work on the PREPARE NOW project, which included
time to participate in these interviews. The institutional review
boards of Duke University (Pro00074588) and the University
of South Carolina (Pro00104964) approved this study. We
used the consolidated criteria for reporting qualitative research
(COREQ) in this study’s implementation and reporting.”’
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Semi-structured Interviews

One semi-structured interview guide was used to conduct the
patient and family co-investigator interviews, and one guide
was used for the kidney disease organization stakeholders
(Appendices A and B in the Supplementary Information).
Both of these interview guides were co-created by the patient
and family member co-investigators, aligned with the ethos of
PCOR.*® This approach (of the interviewees co-creating the
interview guides) allowed for maximum co-construction of
knowledge and co-ownership of the research, central tenets of
community-based participatory research?®* *° (including
PCOR).*' The first step in designing the interview guides
was reviewing the PCOR engagement literature and the
PCORI Engagement Tool and Resource Repository.®! Inter-
view questions were guided by this literature search and study
research questions and included questions from the Ways of
Engaging-Engagement Activity tool.>> These questions in-
cluded prompts about the level of trust, honesty, transparency,
and authenticity participants felt while working on the
project—central PCOR principles.”® 3 Patient and family
co-investigators reviewed draft interview guides independent-
ly and as a group during a virtual meeting. The interview
guides were refined to incorporate their feedback and sugges-
tions. Interviews were completed by a female public health
researcher with qualitative research training and experience
and who had no prior relationship to the participants or the
PREPARE NOW project (author S.J.). Interviewees were
informed about the interviewer’s background, and the inter-
viewer had previous experience with kidney disease research.
Interviews were conducted using Zoom video conferencing
software,*® and the interviewer and interviewees were the only
ones present during the interviews. Virtual interviews were
required due to the broad geographic locations of the partic-
ipants, travel restrictions, and the need to isolate for COVID-
19 safety. The interviewer kept field notes on each interview.
Informed consent was verbally reviewed with each partic-
ipant at the beginning of each interview, and consent was
obtained for the interviews, recordings, and transcripts. All
interviewees were assigned an identifier code so that record-
ings and transcriptions were de-identified to increase privacy.
Each interview was recorded using Zoom’s recording function
and transcribed verbatim by a transcription service. The inter-
views lasted between 30 and 73 min (M=49 min, SD=14).

Analysis

The interview transcripts and field notes were analyzed using
MaxQDA 2020 software. Two experienced qualitative
researchers (T.B. and S.J.) conducted the analysis using con-
tent analysis.>*>® The first cycle of line-by-line coding of all
transcripts was performed by both authors sequentially using
provisional codes, and code memos derived from interview
prompts. New codes that emerged from the data were added.
The second cycle of coding was performed using axial coding
to differentiate and organize sub-codes used to identify the

most salient themes.’” These two authors discussed final codes
and themes and finalized the coding structure based on con-
sensus. All authors (including all interviewees except for one
patient co-investigator who passed away before data analysis)
reviewed and provided feedback on the results and themes
were finalized. The dataset analyzed during the current study
is available from the corresponding author on reasonable
request.

RESULTS

A total of 15 participants were interviewed: seven patient and
family member co-investigators and eight representatives
from kidney disease organization stakeholders. Among the
co-investigator interviewees, two were family members of
people with kidney failure, and five were people with kidney
failure. The patient co-investigators had experience with all
forms of kidney failure treatment—in-center hemodialysis,
home dialysis, and kidney transplant. The family co-
investigators were the wife of a patient who received a kidney
transplant and a kidney living donor with many family mem-
bers with kidney disease. All of those who were invited
participated in the interviews, except one patient who was
unable to do so because he was hospitalized. All interviewees
except for one stakeholder had worked on the PREPARE
NOW project since it began in 2013. The results are described
in three themes that align with the study research questions: (1)
COVID-19 impact on life in general, (2) COVID-19 impact on
research engagement, (3) suggestions for PCOR during
COVID-19. Themes, subthemes, and supporting quotes are
summarized in Table 1.

COVID-19 Impact on Life in General

COVID-19 has significantly impacted the everyday lives of all
PREPARE NOW patient and family member co-investigators
[Theme 1 in Table 1]. Project stakeholders discussed the
pandemic’s impact on their lives and the impact on patients,
family members, and health professionals. Sub-themes for this
theme include the emotional impact of COVID-19, changing
behaviors, and changes in health care engagement.

Emotional Impact of COVID-19. All patients and family
members described negative emotions related to COVID-19
[Subtheme 1a]. Stakeholders also described how patients and
health care professionals they work with are negatively im-
pacted by COVID-19. The most common reactions were fear,
anxiety, and stress in response to their own or their family
members’ susceptibility to getting COVID-19 and having
poor outcomes.

Changing Behaviors Because of COVID-19. All
interviewees discussed several things they are doing
differently because of COVID-19 to keep themselves and their
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Table 1 Themes, Subthemes, and Supporting Quotes

Supporting quotes

Theme Subtheme
1. COVID-19 impact on life  1a. Emotional impact of COVID-19
in general
1b. Changing behaviors because of
COVID-19
lc. Changes in health care
engagement
2. COVID-19 impact on 2a. Negative impact on research
research engagement engagement

2b. No or positive impact on research
engagement

I had to go with my husband...for his checkup and that was terrorizing (Co-I
9]

I feel like I am shut off from the world... It gets lonely. You want to see
people... I am very, very, very, very cautious at this point because I know that
if anything, if I contact this, the chances of my mortality will be, is higher.
(Co-17)

It’s just the worst time that we’ve experienced. (Stakeholder 4)

They [patients] especially do not want to go into the clinic when there is a
global pandemic happening and they are at higher risk than everybody else...
These are very scary times for a lot of people. (Stakeholder 5)

There was the fear of the unknown. A lot of mental and coping issues kind of
came about with the self-isolation and the lockdowns that occurred earlier in
the pandemic. You know, a lot of patients were having health issues because
of a fear of going to dialysis appointments or going to doctor’s appointments.
(Stakeholder 7)

Our lives outside of our homes have stopped pretty much (Co-I 1)

We don’t go anywhere anymore (Co-I 4)

I certainly have had a lot of thought about what could happen if I get COVID,
and I actually planned my funeral (Co-I 6)

I still feel really uncomfortable going to the dentist. I know we have to go, but
it freaks me out... we both haven’t gone to the dentist so we’re overdue for
six month follow ups. My regular well woman checkup has been delayed and
no one’s really followed up with me to reschedule it. They cancelled it but
they never rescheduled it. I’'m not pushing it...right in the beginning I was
like we’re going to miss appointments that we had in person until virtual visits
took place. (Co-1 2)

I try to tell them to give me the earliest appointment possible. So that has been
a change right there. I tell them I want the earliest appointment available, so if
I say I want the eight o’clock appointment when they first opened. Okay. So
that’s one change that I have been trying to get the earliest appointments
possible so that I can be in and out and I have to wait. (Co-I 3)

I didn’t really want to go to the doctor’s office because those are probably the
worst places to go. (Co-1 5)

My ENT, my ear, nose, and throat was delayed because that wasn’t urgent,
and I wasn’t having any problems. (Co-I 6)

I think one thing is it changed the way that we do our work, right? And
meaning — what that means is, you know, in the beginning patients weren’t
able to come in for their visits. I think patients were a little leery on seeking
healthcare. Now what we’ve noticed in this round it’s a little different, right?
So we go back to that when we first started this COVID journey back in
March, right? People weren’t seeking healthcare at all, right? They were
scared to go to E.R.s, they were scared to go to doctors’ offices. You know,
even if they were open, right? And we didn’t have a lot of conversations with
those patients. Now did we have our outreach to patients, you know, we did
our best to keep that moving. Now the second round seems a little bit
different. We’re seeing more people going to the E.R. with chronic conditions
and in the patients that have COVID - even if they’re doing okay, I think
they’re scared and they’re seeking care a little bit earlier, right? So I think that
makes things a little bit more crazy and that’s one of the things we’re
experiencing right now. (Stakeholder 6)

A lot of people die on dialysis but a lot of people die because they had
symptoms and they’re like, no, I’'m not going to that ER. I’'m not going to that
urgent care. I’'m not going to the doctor. It’s not safe out there. But the reality
is, and it was scary, even for me, it was scary to go in and get healthcare, but
they’re being very, very careful at every healthcare setting I’ve been to.
(Stakeholder 25)

At the very beginning of COVID I would say we did hear quite frequently of
a lot of patients missing appointments or maybe having an issue not going to
their doctor, not going to the hospital, and then it ends up kind of
compounding and being more severe than if they would’ve thought, you
know, treatment early or so. (Stakeholder 27)

The only big thing is that we typically would meet every year in person, and
now that’s virtual, which is kind of; it’s unfortunate because I really liked
seeing everyone once a year. We have a lot of great stakeholders, and it’s just
really wonderful. They’re kind of almost like an extended family, so it’s nice
to see them and catch up and everything like that. So, that’s disappointing.
(Co-12)

I just feel like there’s been so many other things happening and quick
responses to things that have needed to occur in order to keep our
organization afloat that the PREPARE NOW project just hasn’t been a
priority. (Stakeholder 2)

No stress at all about being a part of it. And strongly agree and recommend
being a part of it during COVID-19. It keeps you busy. It occupies your mind.

(continued on next page)
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Table 1. (continued)

Theme Subtheme

Supporting quotes

3. Suggestions for PCOR 3a. Virtual research activities
during COVID-19

3b. Actively engage patients and
family members in research

3c. Promote trust, honesty,
transparency, and authenticity in
PCOR

And it helps you focus on work that needs to be done for when COVID is all
gone. (Co-I 1)

I personally feel from a patient organization it adds hope and it keeps us on
the right direction because, as I said earlier in the conversation, you know, all
the issues that kidney patients normally face or have to contend with don’t just
go away because of COVID. So, I think it’s important and respectful and
necessary to continue research. So individuals that are impacted by kidney
disease understand that, you know, even though the world may be in kind of a
chaos with this pandemic, that there are still people out there that are striving
for research and innovation and improving patient care. And, you know,
COVID actually just kind of put a spotlight on some issues that were already
in the kidney community with health inequities, some disparity issues and
things of that nature. So, if anything, I think it kind of gave us a catalyst to
improve maybe the work that we’re already doing. So, I actually, I view it as a
positive to keep moving forward with research (Stakeholder 7)

I like it because it doesn’t talk about COVID-19. So, it’s kind of a break. It’s a
welcome distraction... Everybody talks about the COVID fatigue, and this is
a way to energize again. (Stakeholder 8)

What’s nice about this project is that they’ve always done virtual
conferencing. And so, the nice thing is that wasn’t anything new for us. (Co-I
2)

I really enjoy the virtual meetings because I can just do it from my home. I
don’t have to move or stand or pack a bag or catch a flight or anything. (Co-I
5)

Getting people used to technology is important. (Stakeholder 6)

The way the study was even started, I mean including all of us and every
aspect of the research study just shows the trust, right, the level of trust and
transparency. There was nothing, no area that we couldn’t be involved in. So,
it was all that, all of those things just kind of fell into place. But I think that’s
honestly inherent to the people who are running the study and everyone
involved, the coordinators, the research leads. No one ever kept us in the dark
about anything...The coordinators of the projects were excellent. And if they
couldn’t get a hold of us, they would email us, would call us if needed. And
they were always very on the ball and really active with us. So, I think having
really strong coordinators for projects is incredibly key. I mean they were the
lifelines... They were always open to hearing everyone’s opinions and
personal stories and suggestions. I mean they just made a very safe and
comfortable environment to bring any suggestions, and they took everyone
very seriously and followed through with any questions that people had. (Co-I
2)

They are excellent on valuing everyone’s input. They’re not dismissive of
anyone’s input. And they listen to the patients. Of course, patients, we’re all
usually shoved to the side. But they really want to hear from us. (Co-I 5)

I feel like we know each other for life now... When it would come to a
standstill, or where it comes to a block in the road in their recruitment, they’ve
reached out to us and asked us, what do you think about this, what are your
insights on this? And I think that right there has been, it’s been very, very,
very —it’s made, I know for me, it makes me as a patient being involved in
this research study, it made me feel valued. (Co-1 7)

I think most patients, particularly during COVID, were happy to have any sort
of outreach, whether it’s a clinical person checking up on them, or as part of a
research study. I think people are feeling isolated, and so those types of
outreach, in whatever format they came, would be welcomed by many folks.
(Stakeholder 3)

I think it was the very early engagement, the communication, their
transparency. And as we did this, they were listening. They listened, and if we
said something, they took our advice or just heard our voices, and could help
with improving something as we moved ahead building the Prepare Now
study. (Stakeholder 4)

It’s the most wonderful way to feel like you have some control over your
disease, or whatever issues you’re battling...It gives me a feeling of
accomplishment and helps me feel less frustrated by the disease that my
family has. (Co-I 1)

They listened to us and then modified that process based on input that we
provided. (Co-I 3)

Our value to the research project was always honored. (Co-I 6)

I think everybody’s voices were listened to. I think that there was a real
receptivity to hearing from all of the stakeholders. (Stakeholder 2)

There was communication, there was transparency, there was a partnership of
friendship, engagement, really working together. I think that’s the foundation
for everything. (Stakeholder 4)

Everybody made you feel like you were family, like they knew you very well.
And I think the communication style, it was very friendly, supportive,
encouraging. (Stakeholder 8)
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families safe during the pandemic [Subtheme 1b]. The main
behavior changes were wearing masks, staying home, work-
ing from home, avoiding crowds, homeschooling, and not
seeing people outside of their households. Two co-
investigators reported significant anticipatory behaviors in
case they or someone they live with gets COVID-19. One
patient reported that she had planned her funeral, and one
family member had made plans for childcare if her spouse
gets COVID-19.

Changes in Health Care Engagement. All interviewees
mentioned changes they have experienced or witnessed in
health care engagement [Subtheme 1c]. Almost all co-
investigators used telehealth for the first time since the pan-
demic started for nephrology and other appointments. Five of
the seven patients reported missing or delaying medical
appointments because they did not feel safe going out in
public. This included delaying dental care and laboratory
appointments. Stakeholders also discussed how patients their
organizations worked with missed medical appointments be-
cause of COVID-19.

Participants were asked what health care providers can do to
make them feel better about going to medical appointments
during COVID-19. One patient reported, “I’'m sorry, they’re
not going to be able to. I’m a healthcare worker. They’re going
to have to seriously do some major convincing, and I don’t
know if they can enough.” Several participants relied on
different strategies to minimize their risk when attending in-
person medical appointments. One family member co-
investigator reported that she and her husband drove from
North Carolina to Ohio for an out-of-state medical appoint-
ment instead of flying to minimize their exposure to COVID-
19 and taking the earliest possible appointments available at
their providers when it is less busy.

COVID-19 Impact on Research Engagement

Interviewees reported some negative consequences of the
pandemic on their ability to engage in research [Theme 2 in
Table 1]. However, all patients and family members and many
stakeholders did not feel that COVID-19 had a significant
impact on their research engagement. Some interviewees
reported that COVID-19 enhanced their ability to participate
as research team members.

Negative Impact on Research Engagement. The primary way
that COVID-19 impacted the interviewees’ ability to engage
in research was the cancelation of a 2020 in-person team
meeting [Subtheme 2a]. Every co-investigator and stakeholder
mentioned this cancelation and missed being able to see each
other in person. Co-investigators who had attended the nation-
al PCORI meeting in previous years also said they missed
going to that event in person.

Some of the kidney disease organization stakeholders
(n=3), especially those who worked for health systems or in
direct patient care, did report some changes in their ability to
engage in this project. Attending to COVID-19 in their organ-
izations required much of their time in 2020, and they did not
have the time they usually did to participate in research
collaboration.

No or Positive Impact on Research Engagement. Despite
missing the canceled in-person research team meeting, all
co-investigators and five stakeholders reported minimal dis-
ruption in their ability to engage in research because the
project was already conducting most of its engagement virtu-
ally [Subtheme 2b]. Project work during the pandemic con-
tinued as it did before COVID-19—by telephone or webinar
meetings.

Six interviewees thought that they were able to better en-
gage in research because of COVID-19. This was because this
work gave these team members hope or a distraction during a
difficult time. Some respondents reported that they had more
time to devote to research as they were not spending as much
of their time traveling or commuting as they usually did.
Despite a few challenges engaging in research during
COVID-19, all interviewees said they would participate in
another similar research project in the future.

Suggestions for PCOR During COVID-19

Overall, all participants had a generally positive experience
with research engagement on the PREPARE NOW project,
including during COVID-19. Some suggestions for improving
patient, family member, and stakeholder engagement in
PCOR during COVID-19 include virtual research activity;
active efforts to engage these research team members; and
promoting trust, honesty, and transparency [Theme 3 in
Table 1].

Virtual Research Activities. All the interviewees appreciated
virtual research meetings during COVID-19 [Subtheme 3a].
Co-investigators and stakeholders mentioned the need to have
both telephone and computer access to such meetings to
maximize patient and family member participation. Interview-
ees shared that they believed that older adults especially may
have difficulty accessing virtual meetings. They discussed that
patients and family members may not have internet access, or
their phones may not allow for videoconferencing. Therefore,
having a phone option for virtual meetings is necessary. A few
patients discussed how they participate in meetings by tele-
phone only, and they did not have data plans that allowed for
videoconferencing on their phones. Some other suggestions
related to virtual research activities include using large fonts
for all virtual presentations, providing patients and family
members with laptops, and having technology assistance
available for everyone. Additional suggestions include



S70 Browne et al: Impact of COVID-19 on Research Engagement JGIM

contacting people by phone in addition to email, providing
people with simple instructions about how to use virtual
meeting platforms, and including clear explanations about if
a waiting room or password will be used.

Despite all interviewees’ appreciation for virtual project
work, two stakeholders cautioned about virtual meeting fa-
tigue, with one reporting being “Zoomed out.”

Actively Engage Patients and Family Members in Research.
The co-investigators provided multiple examples of ways that
the PREPARE NOW project successfully engaged them in
PCOR, which continued during COVID-19 [Subtheme 3b].
Project leaders and staff consistently made sure that these co-
investigators played a vital role in the project and frequently
communicated with them.

All patients and family members enjoyed the small group
meetings that were held for the co-investigators each month.
They discussed how project leaders actively asked for their
input during all meetings and gave everyone a chance to
participate and contribute. Having a designated project point
person for the patient and family member co-investigators was
mentioned as helpful by six interviewees. Patients and family
members enjoyed the other PCOR opportunities they were
informed about by project leaders and staff beyond the PRE-
PARE NOW project. Several of the co-investigators were
active PCORI ambassadors and involved in other PCOR
projects because of their work in this project.

Promote Trust, Honesty, Transparency, and Authenticity in
PCOR. Like the active project engagement that continued
during COVID-19, interviewees also discussed ways that the
team leadership promoted trust, honesty, transparency, and
authenticity in PREPARE NOW and their favorable
experiences with these PCOR principles in this study
[Subtheme 3c]. Interviewees were asked, “How much did
you feel trust, honesty, transparency, shared-learning, and
give-and-take relationships while working on this project?”
All co-investigators and all but one stakeholder reported “a
great deal” in response to this question (one stakeholder an-
swered “somewhat’).

These PCOR standards helped interviewees feel engaged in
this project even during COVID-19. Team leaders promoted
these PCOR values by “authentically listening” to these team
members and using their feedback provided in the project. For
example, patients and family members recalled instances of
suggesting ways to improve study enrollment and those ideas
being used in recruitment materials.

Co-investigators also felt that project leaders were genuine
with them, which was exemplified in several ways. Co-
investigators talked about how it was important that project
leaders create a space for the team to get to know each other
personally. For example, they talked about how at the begin-
ning of the project, every team member did a brief biography
that included personal details about them (see https://www.

kidneypreparenow.org/our-team.html). Several respondents
talked about now being friends with the other research team
members due to their work together on PREPARE NOW.
Project leaders also regularly checked in with the co-
investigators and talked about their lives, families, and per-
sonal milestones or celebrations during monthly meetings.
These efforts to encourage engagement continued after
COVID-19. In 2020, there was a meeting to discuss the
pandemic’s impact on the co-investigators. All interviewees
attributed frequent communication to continued project en-
gagement during COVID-19.

Additionally, participants reported that they felt valued
throughout the study. Most participants reported feeling like
they made a meaningful impact, but a few stakeholders were
unsure if their impact was meaningful, suggesting better com-
munication was needed with stakeholders. Three stakeholders
also suggested establishing clear roles and expectations early
in the project. Having co-investigators and stakeholders con-
nect and share their inspirations for participating in the project
helped engage them in the research, despite the pandemic.

DISCUSSION

These results suggest that COVID-19 has had significant and
negative impacts on people with kidney disease and their
family members. Despite this, all patient and family member
co-investigators and most stakeholders remained as engaged
in the PREPARE NOW study as they were before COVID-19.
Some interviewees were more willing to engage in research
during the pandemic, as the work gave them hope or a dis-
traction from COVID-19 or had more time available. Study
leadership needs to ensure that they put systems in place to
actively engage patients, family members, and stakeholders
and earn their trust.

This study supports other findings of the psychological
distress of COVID-19** and confirms the impact of COVID-
19 on family members of people with chronic illnesses.*”" *°
Researchers doing PCOR during COVID-19 are encouraged
to acknowledge and discuss the emotional impact that
COVID-19 has had on its team members. Some other insights
from this study are the importance of virtual meetings. While
the pandemic has created a multitude of difficulties, particu-
larly for vulnerable populations, it has also exposed areas of
opportunity, particularly in engaging patients in research. By
and large, engaging patients in research has not posed new
challenges during the pandemic for our study. While we
recognize this may not hold true for all research, it has high-
lighted the need for increased attention to both technologies to
better mimic in-person experiences and to assess and try to
address patient stakeholders’ technological barriers. Research-
ers may want to have conversations with patients and family
members at the beginning of projects to evaluate their access
to electronic devices, high-speed internet, and comfort in using
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technology. Researchers also may want to offer virtual meet-
ings that are accessed both by video and telephone. Funders
are encouraged to cover the cost of “loaner” laptops, portable
internet hotspots, and technical support for patients and family
members who need such assistance to participate in PCOR.

For several in our study, being at home has increased their
ability to participate in research. If remote patient, family, and
stakeholder input can be optimized to create the same level of
engagement that we have seen in our in-person meeting, this
would revolutionize the way we can engage patients and
family members in research and allow those to participate
for who travel was previously a deterrent to participating.

Researchers leading or interested in doing PCOR projects
can use these findings to maximize authentic engagement with
patients, families, and stakeholders during regional, national,
and global emergencies. The PCORI website also has multiple
resources for investigators to improve trust, honesty, transpar-
ency, and authenticity in this engagement (www.pcori.org).
This study is important because it is the first to examine the
impact of COVID-19 on patient, family member, and stake-
holder research engagement. There is a need for PCOR to
continue during COVID-19 or any future pandemic or disas-
ter. Emerging research suggests that having a PCOR team in
place may facilitate examining the pandemic’s impact on
patient communities.*' Some suggest that COVID-19 offers
an opportunity to re-design health care to be more patient-
centered,42 and PCORI has multiple studies currently exam-
ining the impact of COVID-19 on research *.

The findings also provide important considerations for a
post-COVID-19 research environment. Virtual meetings offer
a way to interact with patient and family member co-
investigators and stakeholders effectively. However, if indi-
viduals do not have access to necessary technology and inter-
net access (and the ability to use them), they may not feel fully
integrated into the research. This is a crucial consideration for
studies seeking to gain a full range of needed perspectives.

There are a few limitations of this study. Although we
interviewed almost every patient and family co-investigator
(except for one who was hospitalized) and every stakeholder
in this project to maximize data saturation, the findings may
not be similar to other kidney disease patient, family member,
and stakeholder research partners. Our project also was in its
final year when COVID-19 started, so the team had already
coalesced before the pandemic. Other PCOR projects may not
have a similar established engagement of patients, family
members, and stakeholders before a disruptive event. The
patient and family co-investigators in our study had consis-
tently been very active in research prior to COVID-19, and the
impact of the pandemic on their research engagement may not
be a common experience. This study also relates to a kidney
disease project, and our findings may not apply to other
diseases or treatments. We also had been using virtual meet-
ings before COVID-19, so patients, family members, and
stakeholders on projects utilizing that form of engagement
for the first time may have different experiences. Projects that

have not previously used virtual engagement will quickly need
to create strategies to assess patient, family member, and
stakeholder access to the internet and technology and develop
solutions for any barriers.

Further research is needed to examine the impact of
COVID-19 on PCOR research engagement with other popu-
lations and other kidney disease studies. This research should
include both patient and family member research partners and
organizational stakeholders. Although these groups had many
common answers in this study, there were some different
responses and concerns.

Research studies during a pandemic are essential, desired by
the public,** and require careful ethical considerations.** Before
the COVID-19 pandemic, there was a global clarion call to
involve patients, family members, and professional stakehold-
ers as research partners to improve health outcomes. We know
that COVID-19 has required people, especially those at high
risk for poor outcomes, to social distance and remain home as
much as possible, and this likely will continue for the foresee-
able future. Exemplars must be identified to continue patient-
centered outcomes research efforts seamlessly, whether remote
or in-person. Lessons learned from this pandemic may be
transferable to patient-centered outcomes research during future
regional, national, or global emergencies.

Corresponding Author: L. Ebony Boulware, MD; Division of General
Internal Medicine, Duke University School of Medicine, Durham, NC,
USA (e-mail: ebony.boulware@dulce.eduy).

Supplementary Information The online version contains supple-
mentary material available at https://doi.org/10.1007/s11606-021-
07077-w.

Author Contributions The authors acknowledge the significant
contributions that Brian Bankes and Peter Woods made to this study
as patient co-investigators—they passed away prior to the writing of
this manuscript and are greatly missed.

Funding This work was supported through a Patient-Centered
Outcomes Research Institute (PCORI) Project Program Award (IHS-
1409-20967).

Declarations:

Conflict of Interest: The authors declare that they do not have a
conflict of interest.

Disclaimer: The views expressed in this paper are those of the authors
and do not reflect the position or policy of the Department of Veterans
Affairs or the US government.

Open Access This article is licensed under a Creative Commons
Attribution 4.0 International License, which permits use, sharing,
adaptation, distribution and reproduction in any medium or format,
as long as you give appropriate credit to the original author(s) and the
source, provide a link to the Creative Commons licence, and indicate if
changes were made. The images or other third party material in this
article are included in the article’'s Creative Commons licence, unless
indicated otherwise in a credit line to the material. If material is not
included in the article’s Creative Comumons licence and your intended
use is not permitted by statutory regulation or exceeds the permitted


http://www.pcori.org
http://dx.doi.org/http://creativecommons.org/licenses/by/4.0/
http://dx.doi.org/http://creativecommons.org/licenses/by/4.0/

§72

Browne et al: Impact of COVID-19 on Research Engagement

JGIM

use, you will need to obtain permission directly from the copyright
holder. To view a copy of this licence, visit http:/ /creativecommons.
org/licenses/by/4.0/.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

REFERENCES

Browne T, Forfang D, Bethel S, Joseph J, Brereton L, Damron KC.
The national kidney foundation’s efforts to improve and increase patient-
centered CKD research. Am J Kidney Dis. 2020.

Chukwudozie IB, Fitzgibbon ML, Schiffer L, et al. Facilitating primary
care provider use in a patient-centered medical home intervention study
for chronic hemodialysis patients. Transl Behav Med. 2018;8(3):341-350.
Davison SN, Jassal SV. Supportive care: Integration of patient-centered
kidney care to manage symptoms and geriatric syndromes. Clin J Am Soc
Nephrol. 2016;11(10):1882-1891.

Grubbs V, Moss AH, Cohen LM, et al. A palliative approach to dialysis
care: a patient-centered transition to the end of life. Clin J Am Soc Nephrol.
2014;9(12):2203-2209.

Mehrotra R, Cukor D, Unruh M, et al. Comparative efficacy of therapies
for treatment of depression for patients undergoing maintenance hemodi-
alysis: A randomized clinical trial. Ann Intern Med. 2019;170(6):369-379.
Tong A, Manns B, Wang AYM, et al. Implementing core outcomes in
kidney disease: report of the Standardized Outcomes in Nephrology
(SONG) implementation workshop. Kidney Int. 2018;94(6):1053-1068.
Weisbord SD. Patient-centered dialysis care: Depression, pain, and
quality of life. Semin Dial. 2016;29(2):158-164.

Cukor D, Cohen LM, Cope EL, et al. Patient and Other Stakeholder
Engagement in Patient-Centered Outcomes Research Institute Funded
Studies of Patients with Kidney Diseases. Clin J Am Soc Nephrol.
2016;11(9):1703-1712.

Donald M, Kahlon BK, Beanlands H, et al. Self-management inter-
ventions for adults with chronic kidney disease: a scoping review. BMJ
Open. 2018:8(3):e019814.

Barrett TM, Green JA, Greer RC, et al. Advanced CKD care and
decision making: Which health care professionals do patients rely on for
CKD treatment and advice? Kidney Med. 2020;2(5):532-542.e531.
Boulware LE, Ephraim, P.L., Strigo TS, Hill-Briggs FL, Green JA,
Hauer C. Achieving patient centered health care innovation through
stakeholder engagement. In: Zimmerman E, ed. Researching Health
Together: Engaging Patients and Stalkeholders from Topic Identification to
Policy Change. Thousand Oaks, CA: SAGE Publishing; 2020:302-322.
Browne T, Swoboda A, Ephraim PL, et al. Engaging patients and family
members to design and implement patient-centered kidney disease
research. Res Involv Engagem. 2020;6(1):66.

Green JA, Ephraim PL, Hill-Briggs FF, et al. Putting patients at the
center of kidney care transitions: PREPARE NOW, a cluster randomized
controlled trial. Contemp Clin Trials. 2018;73:98-110.

Clark A, Jit M, Warren-Gash C, et al. Global, regional, and national
estimates of the population at increased risk of severe COVID-19 due to
underlying health conditions in 2020: a modelling study. Lancet Glob
Health. 2020;8(8):€1003-e1017.

Akalin E, Azzi Y, Bartash R, et al. Covid-19 and kidney transplantation.
N Engl J Med. 2020;382(25):2475-2477.

Centers for Medicare & Medicaid Services. Trump Administration Issues
Call to Action Based on New Data Detailing COVID-19 Impacts on
Medicare Beneficiaries. 2020; https://www.cms.gov/newsroom/press-
releases/trump-administration-issues-call-action-based-new-data-
detailing-covid-19-impacts-medicare. Accessed December 21, 2020.
Elias M, Pievani D, Randoux C, et al. COVID-19 infection in kidney
transplant recipients: Disease incidence and clinical outcomes. J Am Soc
Nephrol. 2020;31(10):2413-2423.

Flythe JE, Assimon MM, Tugman MJ, et al. Characteristics and
outcomes of individuals with pre-existing kidney disease and COVID-19
admitted to intensive care units in the United States. Am J Kidney Dis.
2021;77(2):190-203.e191.

Ng JH, Hirsch JS, Wanchoo R, et al. Outcomes of patients with end-
stage kidney disease hospitalized with COVID-19. Kidney Int.
2020;98(6):1530-1539.

Taji L, Thomas D, Oliver MJ, et al. COVID-19 in patients undergoing
long-term dialysis in Ontario. CMAJ. 2021;193(8):E278-¢284.

Ziemba R, Campbell KN, Yang T, et al. Excess death estimates in
patients with End-Stage Renal Disease — United States, February-
August 2020. Morbidity and Mortality Weekly Report. 2021;70:825-829.
doi:https://doi.org/10.15585/mmwr.mm?7022e2

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.
40.

41.

42,

43.

44.

45.

Lum HD, Padala KP, Dean KT, Padala PR. Psychogeriatric research
during COVID-19 pandemic: qualitative analysis of participant views. Int
Psychogeriatr. 2020:32(11):1357-1360.

Stiles-Shields C, Plevinsky JM, Psihogios AM, Holmbeck GN. Consid-
erations and future directions for conducting clinical research with
pediatric populations during the COVID-19 pandemic. J Pediatr Psychol.
2020;45(7):720-724.

Padala PR, Jendro AM, Gauss CH, et al. participant and caregiver
perspectives on clinical eesearch during Covid-19 pandemic. J Am Geriatr
Soc. 2020;68(6):E14-¢18.

Browne T, Grandinetti A. Please do not forget about us: The need for
patient-centered care for people with kidney disease and are at high risk
for poor COVID-19 outcomes. Am J Transplant. 2020;20(11):3267-3268.
Monaghesh E, Hajizadeh A. The role of telehealth during COVID-19
outbreak: a systematic review based on current evidence. BMC Public
Health. 2020;20(1):1193.

Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting
qualitative research (COREQ): a 32-item checklist for interviews and
focus groups. Int J Qual Health Care. 2007;19(6):349-357.

Boivin A, L’'Espérance A, Gauvin F-P, et al. Patient and public
engagement in research and health system decision making: A system-
atic review of evaluation tools. Health expectations : an international
Journal of public participation in health care and health policy.
2018;21(6):1075-1084.

Bush EJ, Singh RL, Kooienga S. Lived experiences of a community:
Merging interpretive phenomenology and community-based participatory
research. Int J Qual Methods. 2019;18:1-12.

Frank L, Forsythe L, Ellis L, et al. Conceptual and practical founda-
tions of patient engagement in research at the patient-centered outcomes
research institute. Quality Life Res. 2015;24(5):1033-1041.
Patient-Centered Outcomes Research Institute (PCORI). Engagement Tool and
Resource Repository. https://www.pcori.org/engagement/engagement-
resources/Engagement-Tool-Resource-Repository?f%5B0%5D=field_engage_
parent_code_a%3A1870&page=3. Accessed December 21 2020.

Hemphill R, Forsythe LP, Heckert AL, et al. What motivates patients
and caregivers to engage in health research and how engagement affects
their lives: Qualitative survey findings. Health Expect. 2020;23(2):328-
336.

Zoom Video Communications. Zoom. 2021; https://zoom.us/. Accessed
March 4, 2021.

Braun V, Clarke V. Using thematic analysis in psychology. Qualitative
Research in Psychology. 2006;3(2):77-101.

Corbin J, Strauss A. Basic of qualitative research: techniques and
procedures for developing grounded theory. Thousand Oaks, CA: SAGE
Publications 2015.

Saldana J. The coding manual for qualitative researchers. 3rd ed. Los
Angeles, CA: SAGE Publishing 2009.

Charmaz K. Constructing grounded theory: A practical guide through
qualitative analysis. 1st ed. Thousand Oaks, CA: SAGE Publishing 2006.
McGinty EE, Presskreischer R, Anderson KE, Han H, Barry CL.
Psychological distress and COVID-19-related stressors reported in a
longitudinal cohort of US adults in April and July 2020. JAMA.
2020;324(24):2555-2557.

The COVID-19 Pandemic: A Family Affair. J Fam Nurs. 2020;26(2):87-89.
Rolland JS. COVID-19 Pandemic: Applying a Multisystemic Lens. Fam
Process. 2020;59(3):922-936.

Nguyen AL, Christensen C, Taylor J, Brown B. Leaning on community-
based participatory research to respond during COVID-19. AIDS Behav.
2020;24(10):2773-2775.

Boissy A. Getting patient-centered care in post COVID-19 digital world: A
proposal for novel surveys, methodology, and patient experience maturity
assessment NEJM Catalyst Innovations in Care Delivery 2020;DOI:
10.1056/CAT.19.1106:1-26. Accessed March 4, 2021.

Patient-Centered Outcomes Research Institute (PCORI). Explore Our
Portfolio of Funded Projects. 2021: https://www.pcori.org/research-
results?f%5B0%5D=field_award_funding_announcement%3A2237#-
search-results. Accessed March 4, 2021.

Gobat N, Butler CC, Mollison J, et al. What the public think about
participation in medical research during an influenza pandemic: an
international cross-sectional survey. Public Health. 2019;177:80-94.
Padala PR, Jendro AM, Padala KP. Conducting clinical research during
the COVID-19 pandemic: Investigator and participant perspectives. JMIR
Public Health Surveill. 2020;6(2):e18887.

Publisher’s Note Springer Nature remains neutral with regard to
Jjurisdictional claims in published maps and institutional affiliations.


http://dx.doi.org/http://creativecommons.org/licenses/by/4.0/
http://dx.doi.org/http://creativecommons.org/licenses/by/4.0/
http://dx.doi.org/https://www.cms.gov/newsroom/press-releases/trump-administration-issues-call-action-based-new-data-detailing-covid-19-impacts-medicare
http://dx.doi.org/https://www.cms.gov/newsroom/press-releases/trump-administration-issues-call-action-based-new-data-detailing-covid-19-impacts-medicare
http://dx.doi.org/https://www.cms.gov/newsroom/press-releases/trump-administration-issues-call-action-based-new-data-detailing-covid-19-impacts-medicare
http://dx.doi.org/10.15585/mmwr.mm7022e2
http://dx.doi.org/https://www.pcori.org/engagement/engagement-resources/Engagement-Tool-Resource-Repository?f%5B0%5D=field_engage_parent_code_a%3A1870&page=3
http://dx.doi.org/https://www.pcori.org/engagement/engagement-resources/Engagement-Tool-Resource-Repository?f%5B0%5D=field_engage_parent_code_a%3A1870&page=3
http://dx.doi.org/https://www.pcori.org/engagement/engagement-resources/Engagement-Tool-Resource-Repository?f%5B0%5D=field_engage_parent_code_a%3A1870&page=3
http://dx.doi.org/https://zoom.us/
http://dx.doi.org/https://www.pcori.org/research-results?f%5B0%5D=field_award_funding_announcement%3A2237#search-results
http://dx.doi.org/https://www.pcori.org/research-results?f%5B0%5D=field_award_funding_announcement%3A2237#search-results
http://dx.doi.org/https://www.pcori.org/research-results?f%5B0%5D=field_award_funding_announcement%3A2237#search-results

	The Impact of COVID-19 on Patient, Family Member, and Stakeholder Research Engagement: Insights from the PREPARE NOW Study
	Abstract
	Abstract
	Abstract
	Abstract
	Abstract
	Abstract
	Abstract
	Abstract
	Abstract
	BACKGROUND
	METHODS
	Study Design and Participants
	Semi-structured Interviews
	Analysis

	RESULTS
	COVID-19 Impact on Life in General
	COVID-19 Impact on Research Engagement
	Suggestions for PCOR During COVID-19

	DISCUSSION

	References




