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Abstract

patients and their caregivers in research studies.

flyers at clinics, financial incentives, and formal events.

involvement.

Background: Researchers are encountering increasing challenges in recruiting participants for palliative and health-
care research. This paper aims to understand challenges to and methods for engaging physicians and seriously ill

Methods: Between October 2019 to July 2020, we conducted qualitative interviews with 25 patients, proxies, and
caregivers participants who were eligible for a randomized controlled trial of home-based palliative care and 31
physicians from participating accountable care organizations. Using thematic analysis, we analyzed participants’
responses to identify concepts and key ideas within the text. From these initial concepts, core themes around barriers
to research and preferred research recruitment approaches were generated.

Results: Themes from patient and caregiver interviews included time constraints, privacy concerns, lack of research
familiarity, disconnect with research institution, self-perceived health status, and concerns with study randomization.
Physician-identified barriers focused on time constraints and study randomization. Patient and caregiver recommen-
dations for study recruitment included in-person recruitment, recruitment at healthcare providers' offices, recruitment
via mail, additional study information, and frequent calls. Physician recommendations were related to placement of

Conclusions: Findings demonstrated that although patients and caregivers prefer that their physicians recruit
them for health-related research studies, physicians identified time constraints as a consistent barrier to research

Keywords: Palliative care, Qualitative study, Referral, Primary care physicians, Caregivers, Recruitment

Background

Healthcare research is critical to improving treatment,
reducing disease and symptoms, and reducing avoidable
costs of health care [1], yet studies have found increas-
ing difficulty in engaging participants in research trials
[2]. Additionally, recruitment and retention are often
the most challenging aspect of conducting research
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[3-5], let alone when patients with serious illness are
targeted [6, 7]. This is concerning given that the need for
improved care among seriously ill patient has been well
documented [8, 9] and remains a focus of research efforts
nationally [10].

Palliative care research, with its focus on improving
quality of life for patients with serious illness, faces sig-
nificant challenges in appropriate patient identification
and enrollment in research trials. For example, investi-
gators of an early Palliative Care Research Cooperative
trial who conducted interviews with study site personnel
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identified three primary challenges to recruitment related
to patients and physicians: (1) locating trial-eligible
patients; (2) severity of patient illness; and (3) physician/
caregiver gatekeeping over patients [11]. Additionally,
insufficient patient recruitment also has been identified
as a challenge in the majority of National Cancer Insti-
tute funded studies of palliative care [12]; further high-
lighting the importance of understanding challenges and
facilitators to patient recruitment.

Involving physicians in research also has been iden-
tified as a challenge [13-15]. Although primary care
physicians (PCPs) report positive experiences in con-
ducting research [16], PCPs face financial and time
constraints in their work, preventing them from
engaging in research [17]. Additionally, healthcare
providers may fear burdening their patients and may
lack clear understanding of the research topic or what
will be asked of participants, thereby serving as gate-
keepers to research participation among their patients
[18]. This gatekeeping behavior has made it difficult
for researchers to recruit seriously ill patients into
studies, including palliative care trials [19-21].

In a wide-reaching qualitative synthesis review of
facilitators and barriers related to patient and caregiver
involvement in palliative care research, Chambers and
colleagues identified several themes that ranged from
definition of research and palliative care to organization
cultural and diversity [21]. Notably researchers identi-
fied a paucity of rigorous studies on patient and car-
egiver barriers and facilitators to palliative care research
and called for more rigorous investigations and studies
that included patients and caregivers in the design and
implementation.

Furthermore, despite more than a decade of research
on palliative care practices, there remain significant gaps
in research to advance this field. Researchers analyzed
more than 600 published studies on palliative care to
identify priorities for future research. Among the most
frequently identified areas in need of more research were
the perspectives and needs of patients, relatives, and pro-
viders [22].

While previous studies have documented barriers
encountered in palliative care research, few have stud-
ied these barriers from patient, caregiver, and physician
perspectives who had been approached to participate
in a randomized controlled trial (RCT). Additionally,
few studies focus on identifying strategies to improve
research trial engagement among physicians and seri-
ously ill patients and their family members. To fill this
gap, we conducted a qualitative descriptive study to iden-
tify challenges to engaging patients, proxies, caregivers,
and physicians in research and their preferred strategies
methods for research recruitment. We also aimed to
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understand the relationship between the patient and phy-
sician perspectives and elicit specific recommendations
to better engage both patients and physicians in palliative
care research, a unique contribution of this investigation.

Methods

To achieve this aim, we conducted individual interviews
with primary care physicians, patients, and caregiv-
ers who previously had been approached to be part of a
RCT [23]. The original RCT aimed to compare the effec-
tiveness of home-based palliative care and primary care
enhanced by added training in palliative care principles
among seriously ill patients with congestive heart fail-
ure, chronic obstructive pulmonary disease, or advanced
cancer and their caregivers [23], but was terminated due
to under enrollment [24]. The RCT and this qualita-
tive descriptive study were individually approved by the
Institutional Review Board of the University of Southern
California. Our study report follows the Consolidated
Criteria for Reporting Qualitative Studies (COREQ)
guidelines [25].

Recruitment

From October 2019 to July 2020, we used purposive
sampling to recruit PCPs from two accountable care
organizations (ACOs) and patients (and their caregiv-
ers) who had been previously approached to participate
in an RCT. We purposively selected both those who had
agreed to be part of the research study as well as those
who declined. Patients and caregivers were initially
mailed a letter explaining the current study and invited
to participate in a telephone interview. We followed
the letter with a telephone call. When a patient lacked
capacity to consent, the research assistant interviewed
the proxy. We used various strategies to recruit PCPs
for the current study; PCPs were invited to participate
through faxed and mailed study flyers, telephone calls
to their office, and holiday cards. In a couple of cases,
we visited their office to invite them to participate. All
participants were invited to participate in a 30-min
interview.

Interview protocol

The study team, comprised of experts in palliative
care and research, developed a semi-structured pro-
tocol to elicit information about PCPs, patients), and
caregivers’ perceptions on research participation,
including their perceived barriers to participation and
their suggestions for overcoming these challenges.
The interview protocol was reviewed by patient and
caregivers study advisors as well as by an outside
researcher familiar with our study. After the first
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interview, the study protocol was slightly modified for
ease of administration.

The protocol included questions inquiring about
patient, proxy, and caregiver concern with research par-
ticipation and their preferred method of study recruit-
ment. PCPs were asked what they perceived as barriers
to providing patient referrals to research studies and sug-
gestions for overcoming these barriers. See Additional
file 1 for interview questions. Patients, proxies, and car-
egivers received a $50 (USD) gift card for their participa-
tion. Physicians initially received a $150 (USD) gift card,
which was later increased to $300 (USD) to improve par-
ticipation rates. Patient, proxy, and caregiver interviews
were conducted by a female study manager with a Mas-
ter of Public Health degree and PCP interviews by a doc-
toral trained female (A.C.K.) with more than 10years of
research experience, including qualitative interviewing.
The interviewers disclosed their role In the research study
to study participants. All interviews were conducted via
telephone with the exception of one PCP interview tak-
ing place in-person. All interviews were audio-recorded,
transcribed verbatim, and lasted between 10 and 54 min.

At the conclusion of each interview, demographic
information was collected from all participants. Patient,
proxy, and caregiver information included age, gender,
ethnicity, marital status, education, work status, and cur-
rent medical conditions. PCPs reported their age, gender,
ethnicity, country of birth, and number of years working
in healthcare and in their current position.

Analysis

Interview transcripts were transferred to an Excel sheet
by trained research assistants and were analyzed by three
researchers (V.C., J.G., Y.Z.). Using thematic analysis
[26], researchers familiarized themselves with the data by
reading the transcripts and writing down initial concepts
and key ideas. The team convened to discuss this initial
list of ideas and consolidated related concepts before
arriving at a single list of themes. The same researchers
reread and independently coded the transcripts using
this list of themes, while comparing and linking themes
throughout the process. The researchers met again and
final codes were compared and discussed until 100%
agreement was reached between coders. In the final
step, researchers extracted examples for each theme.
We conducted this process separately for both the PCP
interviews and the patient/proxy/caregiver interviews.
Thematic saturation was reached after the 10th interview
for patients/proxy/caregivers and after the 14th interview
for PCPs, however we continued to code all transcripts.
Final themes were shared with our study investiga-
tor team and our patient and caregiver stakeholders for
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feedback. Stakeholder feedback did not change any of the
final themes.

Results

From October 2019 to July 2020, we interviewed 56
participants: 17 patients, eight caregivers/proxies, and
31 PCPs. Of the patients, proxies, and caregivers, we
recruited 15 from among 109 RCT-eligible partici-
pants who refused to participate in the earlier study and
10 from the 28 participants who enrolled in the RCT.
Among potential patients and caregivers, five had died,
five were unreachable, three refused to participate, and
three declined for other reasons. Of the PCPs, we con-
tacted 198 physicians of which 31 responded to our invi-
tation to participate in our study.

Participant demographic characteristics

Table 1 reports the demographic characteristics of the
participating patients, caregivers, proxies, and PCPs.
Among the 17 patient participants, the majority were
female (70.6%), white (82.4%), and married (70.6%). More
than half (53%) had attained a college degree or higher,
and 64.7% were retired. Patients reported currently hav-
ing one or more medical conditions. Six patients (35.3%)
had enrolled in the larger RCT, while 11 (64.7%) had
declined to participate.

Among the eight caregivers and proxies, 50% were
male, white, married, college graduates, and retired. Car-
egivers/proxies reported having fewer medical conditions
than patients. Half the caregivers/proxies had a fam-
ily member who had enrolled in the larger RCT and the
other half had declined to participate. All proxies inter-
viewed were family members, with one identifying as a
caregiver as well. Additional participant demographics
are reported in Table 1.

Of the 31 physician participants, 17 (54.8%) were male
and 14 (45.2%) were female. Nearly half (45.2%) were
white, 9 (29%) were Asian, six (19.4%) identified as other,
and two (6.5%) were Latino/Hispanic. Ages ranged from
39 to 75 years (M =57; SD=9.17). More than half (58.1%)
of the physicians were foreign-born. Most (77.4%)
reported working in healthcare for more than 20years.

Themes

From the data, we identified six themes related to barriers
to healthcare research and eight recommendations for study
recruitment. Themes are presented below and in Table 2.

Barriers to healthcare research

Time

Patients, proxies, caregivers, and PCPs identified
time constraints as a barrier to research participation.
Patients, proxies, and caregivers shared that their time
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Table 1 Participant Characteristics (N =56)

Al Patients Only Caregivers/Proxy Only Physicians Only

(N=56) (N=17) (N=8) (N=31)
Characteristics n (%)
Age (mean=£SD) 5891+10.74 64.06+9.83 55.88+15.23 56.87+9.17
Gender
Male 26 (46.4%) 5(29.4%) 4 (50%) 17 (54.8%)
Female 30 (53.6%) 12 (70.6%) 4 (50%) 14 (45.2%)
Ethnicity
Black/African American 2 (3.6%) 1 (5.9%) 1 (12.5%) 0 (0%)
White/Caucasian 32(57.1%) 14 (82.4%) 4 (50%) 14 (45.2%)
Hispanic/Latino 4(7.1%) 1(5.9%) 1(12.5%) 2 (6.5%)
Asian 11 (19.6%) 1(5.9%) 1(12.5%) 9 (29%)
Other 7 (12.5%) 0 (0%) 1(12.5%) 6 (19.4%)
US Born®
Yes 18 (58.1%) 18 (58.1%)
No 13 (41.9%) 13 (41.9%)
Marital Status®
Single 3(12%) 2(11.8%) 1(12.5%)
Married/Living with a partner 16 (64%) 12 (70.6%) 4 (50%)
Widowed 2 (8%) 0 (0%) 2 (25%)
Divorced 4 (16%) 3(17.7%) 1(12.5%)
Education®
High School Graduate 3(12%) 2(11.8%) 1(12.5%)
Some College 9 (36%) 6 (35.3%) 3 (37.5%)
College Graduate 11 (44%) 7 (41.2%) 4 (50%)
Post Graduate 2 (8%) 2(11.8%) 0 (0%)
Work Status
Work full-time 6 (24%) 3(17.7%) 3(37.5%)
Unemployed 4 (16%) 3(17.7%) 1(12.5%)
Retired 15 (60%) 11 (64.7%) 4 (50%)
Years working in health care”
1Mt 15 5(16.1%) 5(16.1%)
1610 20 2(6.5%) 2(6.5%)
Over to 20years 24 (77.4%) 24 (77.4%)
Years working in certain position”
Less than a year 0 (0%) 0 (0%)
1105 4(12.9%) 4(12.9%)
6t0 10 4(12.9%) 4(12.9%)
1Mt 15 4(12.9%) 4(12.9%)
161020 7 (22.6%) 7 (22.6%)
Over to 20years 12 (38.7%) 12 (38.7%)
Medical Condition®
Cancer 5(20%) 4(23.5%) 1(12.5%)
COPD 4 (16%) 4(23.5%) 0 (0%)
Heart Disease 8(32%) 8(47.1%) 0 (0%)
Liver Disease 2 (8%) 2 (11.8%) 0 (0%)
Diabetes 8(32%) 8(47.1%) 0 (0%)
Arthritis 9 (36%) 7 (41.2%) 2 (25%)
Study Status
Enrolled 17 (30.4%) 6 (35.3%) 4 (50%) 7 (22.6%)
Declined 39 (69.6%) 11 (64.7%) 4 (50%) 24 (77.4%)
Footnotes:

? Patients & Caregivers (N=25)
b Physicians Only (N=31)
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was constrained by taking care of their health or the
health of their loved one.

“I felt like there was so much going on and I was con-
cerned about adding another something I need to
do? (PT 22)

Nearly all PCPs mentioned being unable or unwilling
to participate in research due to their busy schedules.
One physician (PCP 1) stated that:

“The main challenge... is that when youre in the
middle of a really busy clinical day, it’s really hard
to have one extra thing that you need to do”

Privacy concerns

Several patients, proxies, and caregivers mentioned
that they were wary about how the research team had
obtained their information and whether their informa-
tion would be provided to a third party. One patient (PT
17) shared her concerns about potential fraud and the
legitimacy of the recruitment call. The lack of notification
of the study prior to the call contributed to her distrust
and concern about a potential telephone scam:

“I don’t know why I was being contacted, it was basi-
cally just someone calling me out of the blue, and it
could have been just something fake, [someone] try-
ing to get my personal information”

Disconnect with the research institution

Also contributing to the distrust in the research recruit-
ment call was that patients stated they had no connec-
tion with the research institution and questioned how
a non-local institution would conduct research in their
town. One patient (PT 7) described the geographic dis-
tance between the research institute and his residence as
a source of disconnect:

“You guys are out in [location of research institu-
tion], I was in [hometown], so I don’t know how you
would have had somebody in my [hometown].

Research familiarity and attitudes

Patients, proxies, and caregivers shared their nega-
tive perceptions about research and the novelty of par-
ticipating in a research study. Some mentioned how the
word “research” made them uncomfortable, not want-
ing to enroll because they had no prior experience with
research or simply disliked interviews. Some patients had
discussed the study with their doctors, and their doctor
who had no knowledge of the research study.
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“To be honest, I've never been in one [research study],
it is probably something that I'm not comfortable
in... I don’t [see] myself involved in those kinds of
things” (PT 6)

Randomization

PCPs, patients, proxies, and caregivers were concerned
about the randomization process and the potential to be
assigned to a group that did not receive palliative care. Sim-
ilarly, several physicians expressed concern that patients
might not receive needed services due to randomization.

“It becomes a little concerning...in my mind, they
need the [service] and if [the patient] is going to get it
or not, becomes more like an ethical thing” (PCP 61)

A caregiver enrolled in the previous RCT said her only
concern with the study would have been “not being cho-
sen for the in-home care”” (CG 2).

Patients’ health condition

Many patients said they could not participate in the earlier
RCT because they were too sick. Patients discussed having
gone through multiple hospitalizations, being too ill, and not
being able to ‘deal with it all! As one patient (PT 7) said:

“When you're really sick, it's something hard to just
concentrate on answering random multiple-choice
questions...because you're not really sure where your
own health is going at the time”

Recommendations
Recruitment approaches

In-person  recruitment Many participants recom-
mended that research recruitment occur in-person.
Some believed in-person recruitment could facilitate par-
ticipant understanding of the study and help researchers
understand patients’ current health status. One caregiver
(CG 13) said:

“..there is nothing better than to do [research
recruitment] personally, no telephone, no filling out
brochures... It is much easier to meet with a person
for 30 minutes to an hour”

Recruitment at healthcare Provider’s officce  More spe-
cifically, several patients, proxies, and caregivers recom-
mended that recruitment occur at the physician’s office
or prior to being discharged from the hospital. As one
caregiver mentioned (CG 15):
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“I'm thinking when [the patient] has a doctor’s
appointment—if you would be able to go to a doc-
tor’s appointment and while they were wait-
ing for their doctor’s appointment [they could be
approached to participate in a study] ...or before
they left the hospital”

Flyers at clinics PCPs suggested that researchers leave
flyers for patients at their clinics and an outline of the
research project for physicians. A physician (PCP 43)
proposed:

“If I have an outline of the research projects that you
are conducting that will help me basically, keep your
[study in] mind for when I see the patients.

Letter recruitment Some participants recommended
that they receive study information by mail before
receiving the first recruitment phone call. A patient (PT
8) said:

“A letter in the mail is way better than just a phone
call because most people won’t answer the phone
because they don’t know the [phone] number”

Outreach Frequency Several patients, proxies, and car-
egivers recommended the research team contact them
multiple times to make sure the message comes across
appropriately. One patient emphasized the importance of
multiple recruitment calls:

“..making that second and third call back... to let
them know what you are doing. And eventually
they’re going to see what you're trying to tell them.
(PT6)

More information Many patients, proxies, and car-
egivers said they needed a clearer explanation of the
study and of palliative care; they recommended that the
research team provide multiple sources of information.
An enrolled participant from the previous RCT (#10)
suggested:

“[having]...an outline of how it's going to be con-
ducted and what it’s going to lead to: “We will be
calling you every month to ask questions, and ‘We
will be referring you to other local organizations for

»

one-on-one help:
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Incentives

Money While financial incentives were not mentioned
by patients, proxies, and caregivers, nearly all PCPs said
a financial incentive would encourage physician research
participation. One physician (PCP 2) said he would need
“.. enough of a reimbursement to make it worth my
while”

Formal event Several PCPs suggested that the research
teams host a formal event to explain their study. A physi-
cian (PCP 47) mentioned:

“.. offering dinners at nice restaurants and then say-
ing these opportunities wed like to get you engaged
[il’l]...”

Discussion

This study identified challenges related to conducting and
participating in research as perceived by PCPs, patients,
and caregivers/proxies. Through this new understanding
of the relationship between the patient, proxy, caregiver,
and physician perspectives, this study provides a better
understanding of how researchers could work with physi-
cians to build participant trust in research by providing
a “warm handoft” during recruitment. Additionally, our
findings highlight the need for researchers to address
physician’s challenges, namely in ensuring adequate time
and/or incentives are provided for physician inclusion in
research trials.

In particular, nearly all PCPs in this study identified
time as a major challenge in participating in research, a
finding widely supported by previous research [13, 16,
17, 21, 27]. Studies have shown that despite physician
awareness of potential long-term benefits of partici-
pating in research, healthcare providers are inundated
with the immediate demands of patient care; thus,
patient referrals to research studies become a lower
priority [14].

Patients, proxies, and caregivers felt their time was
constrained by their poor health and their medical care
needs. In a multi-site RCT of patients with end-stage
renal disease, nearly half (47%) had refused participa-
tion due to the severity of their disease [28]. Similarly,
a palliative care clinical trial found the most commonly
cited reason for refusing study participation was that the
patient felt too sick [29].

Participants also identified challenges that were spe-
cific to the RCT’s design. Several patients, proxies, and
caregivers were concerned about randomization and
not being able to select the palliative care intervention
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themselves. Often patients view randomization as a
loss of control and prefer that their doctor select their
treatment [30, 31]. Those who had no previous research
involvement were wary of what a research study would
entail. With this lack of research familiarity came pri-
vacy concerns: participants were nervous about how
their information was obtained and with whom it would
be shared.

Patients also were concerned about their physician’s
lack of awareness of the RCT. Lack of awareness of ongo-
ing clinical trials among physicians was identified as a
major challenge to patient recruitment in five academic
medical centers in the United States (U.S.) [32]. PCPs’
lack of awareness and their attitudes towards research
can influence patient exposure to research participation.

A couple of the barriers we identified related to issues
of trust in relation to the organization conducting study
outreach. From the patient, proxy, and caregiver per-
spective, the research institute did not have a clear con-
nection with their healthcare provider, which may have
heightened concerns around privacy. Additionally, “cold
calling” without prior notification of study recruitment
(via letter, through their physician, etc) also heightened
their sense of distrust in the legitimacy of the research
call.

Recruitment approaches

Patients, proxies, and caregivers suggested multiple
strategies and approaches to recruiting participants for
research studies. These included recruitment via mail,
in-person, or at healthcare providers’ offices. These dif-
ferent approaches have all demonstrated some success.
Face-to-face recruitment yielded the highest response
rates in a study of three health networks in the U.S. [33].
Others have suggested that physician involvement and
recruitment at their office is the most important and
effective recruitment strategy [34, 35]. Physician recom-
mendations and referrals to research studies have been
a strong factor to participation [36]. While our partici-
pants preferred their PCP to introduce the study, PCPs
in our study discussed the many time constraints that
would prevent them from actively recruiting patients for
research. Instead, they suggested recruitment efforts that
would not impinge on their time, such as placement of
fliers in their clinic.

In addition, patients, proxies, and caregivers sug-
gested sending a recruitment letter prior to making the
first phone call, which has been an integral part of study
recruitment [37]. When receiving the first call, par-
ticipants requested numerous phone calls to grab their
attention, while others disputed this approach earlier.
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Incentives

Nearly all PCPs discussed how a financial incentive could
encourage them to participate in research. Lack of finan-
cial incentives has been identified as a barrier to partici-
pating in research with PCPs [16]. Studies have found
that some physicians believe monetary compensation
demonstrates that the physician’s time is valued, [27] and
that this incentive also can increase a physician’s likeli-
hood to participate in research [38].

Interestingly, incentives did not arise in the inter-
views conducted among patients, proxies, and car-
egivers. Anecdotally, just one respondent discussed
financial incentives and mentioned that healthcare was
more important than a monetary incentive. While a sys-
tematic literature review on health research study par-
ticipation found that provision of monetary incentives
increased patient participation between 4 to 23% [39], lit-
tle is known about the usefulness of monetary incentives
in palliative care research or research among seriously ill
patients.

Strengths and limitations
To our knowledge, this is the first study to investigate
barriers and recommendations to overcoming these bar-
riers from the perspective of PCPs, patients, proxies, and
caregivers after the conclusion of a previous research
trial. This study was conducted with a purposive sample
of RCT-eligible patients, caregivers, and physicians con-
tracted with an ACO in the U.SS. Responses may have
been influenced by their experiences with the larger
RCT’s recruitment efforts and their level of participa-
tion in the RCT. The participants interviewed in this
study may have declined participation in the larger RCT
but were willing to take part in this qualitative descrip-
tive study. Therefore, the results do not represent the per-
spective of potential participants who decline all research
participation, another strength of this study in that per-
spectives include those consenting and declining a larger
research trial. Additionally, this study focuses exclusively
on stakeholder perceptions of research recruitment, and
does not include strategies for reducing participant attri-
tion, another challenge when conducting research with
populations with serious illness [40, 41].

Future studies are needed to compare effectiveness of
recruitment strategies to determine best practices for
engaging physicians and seriously ill patients in research.

Conclusion

This study found that patients, proxies, and caregiv-
ers may be cautious when approached for palliative
care research participation, and therefore prefer in-
person recruitment for research trials as well as being
recruited by their physician. However, we also found
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that physicians have limited time to participate in
studies. These findings underscore the importance of
offering incentives as a strategy to increase physician
research involvement.
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