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BACKGROUND

Growing numbers of patients in hospices across the United States are living and dying as a
result of heart failure (HF).1 Over the past two decades, there has been a significant shift in
the hospice patient population from those primarily with cancer-related diagnoses, to those
of chronic illnesses; of 1.58 million patients approximately 14% are diagnosed with cardiac
diseases including HF.1 While the percentage of HF patients admitted to hospice remains
relatively steady, the absolute number has increased as growing numbers of hospices across
the country contribute to the escalating numbers of HF patients receiving this type of care.!

According to national clinical practice guidelines, hospice can be a valuable alternative for
patients with advanced HF requiring end of life care.2:3 Once admitted to hospice, patients
with HF may actually live longer (402 vs. 321 days) than they would in non-hospice settings
defying the notion that enrolling in hospice hastens patient deaths.# Nevertheless, while
these patients may live longer overall, researchers have documented a number of symptoms
that HF patients experience in the hospice setting including pain, dyspnea, edema, and
constipation calling into question whether increased length of life is associated with
improved quality of life.>~" Therefore, despite the national clinical practice guideline
recommendations for referral, there remain very few evidence-based nursing interventions
that guide symptom management for HF patients in hospice beyond that of medication
management. In addition, few if any evidence-based interventions are directed towards HF
family caregivers in the hospice setting. 8

Instead, current evidence for the efficacy of HF management and interventions in hospice is
often borrowed from studies conducted outside of hospice settings or from other chronic
illness populations. This is problematic for two potential reasons. Hospice, a capitated form
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of care, has shown unique patterns of usage 2 resulting in populations that are older and
more likely to have Medicare coverage with its defined hospice benefit than those in the
general medical population. A second, more critical issue with using evidence from other
end stage populations such as cancer or dementia, is the difference in end of life trajectory in
these populations.10:11 The degree of uncertainty as to when “end of life” is at hand in HF
with its multiple cycles of exacerbation followed by periods of stability, make extrapolating
findings out of more predictable trajectories problematic.

Researchers and clinicians recognize there is a critical need for hospice interventional
research which is poorly understood despite a growing demand for services.1213 However,
conducting research in hospice populations remains fraught with methodological'* and
ethicall® challenges. Methodological challenges involve the necessity of screening large
numbers of patients to accrue an adequate samplel, attrition due to death above what is
acceptable in healthier populations!’, and gatekeeping by both professional and informal
caregivers.14 Ethical challenges involve whether to view hospice populations as vulnerable
or as autonomous 1518 how to maintain a valid informed consent when the patient begins to
decline 19, and whether research is even morally justifiable in the dying.2% Despite these
challenges research is needed in hospice populations to bring evidenced based standards to
clinical practice. Until we know what is efficacious and efficient how can we recommend
standards of care?

Our plans were to test the feasibility of delivering the COPE psychoeducational intervention
to caregivers of patients with HF. COPE is an acronym for Creativity, Optimism, Planning,
and Expert Information. The intervention was modified from an approach to supporting
family caregivers originally developed by Bucher, Houts, and Ades.?! The intervention was
designed to support HF caregiver problem-solving by: 1) using written information about
symptoms and symptom management organized to facilitate problem-solving, 2) providing a
series of three home visits from nursing to review the written information aiding the
caregiver to problem-solve strategies to manage patient symptoms of HF and 3) providing
follow-up phone calls to reinforce the learned strategies. 22

This experienced research team was not naive to the fact that hospice research is difficult.
We believed that we had prepared well for a number of contingencies prior to the beginning
of our clinical trial. Our team was well versed in the literature, had previous experiences in
large studies with hospice cancer patients (SM), and smaller studies with advanced HF
patients in the outpatient and acute care settings (CZ). Particular strategies, proven
successful in previous studies, were taken to support recruitment and retention, such as
cognitive screening for both patient and caregiver prior to obtaining informed consent,
conducting the study in a setting which had a history of strong relationships with the
research team, utilizing research assistants who were both hospice employees and
experienced data collectors, employing an interventionist with hospice nursing experience,
and providing a nursing assistant to care for the patient while the interventionist was with
the caregiver.

Despite the team expertise and well-defined recruitment strategies the recruitment, both
accrual and attrition, remained daunting in this population. The purpose of this paper is to
report the challenges of recruiting hospice patients with heart failure and caregivers for our
randomized clinical trial: those we anticipated and those we did not.
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The proposal for this study was submitted to the bioethics committee of a large community
based home hospice agency. Following approval, it was submitted to the university
institutional review board and received approval following a full review.

Sample and Setting

The sample consisted of the first 648 patients screened for accrual to a study at the hospice
over a 16 month time period. The hospice utilized was a large not-for-profit hospice serving
south central Florida with an average daily census of >2000 patients; approximately 13% of
these patients having a primary diagnosis of HF. According to hospice utilization statistics,
the average length of stay for HF patients in this hospice was 120 days with a median length
of stay of 30 days. The general overall mean age of the patients was this hospice is 77 years
of age, for HF was 81 years.

The study was a small clinical trial piloting the usefulness of a psychosocial intervention for
caregivers of hospice HF patients. Based on our estimates from previous studies and
anticipated attrition, we targeted a sample of 84 dyads to ensure a final sample of 60 dyads
with complete data. Inclusion criteria were adults (+18 years) with a primary diagnosis of
HF that was expected to be their cause of death, and an identified family caregiver who
provided at least four hours of care per day. Both patient and caregiver had to consent to
participate, have at least a sixth grade education, able to read and understand English, and
achieve a minimum score of 8 on the Short Portable Mini-mental Status Exam?3. Patients
were excluded if they had a Palliative Performance Scale 24 score of 30 or less. These
criteria helped to insure that patients could reliably report their own symptoms through all
three data collection periods and increased the likelihood that patients would survive beyond
the end of the study. Because the study focused primarily on management of five common
problems, dyspnea, edema, pain, depression and constipation, patients were excluded if they
did not have two of these five problems as documented by baseline data collection.

Screening Instruments

Palliative Performance Scale—The Palliative Performance Scale (PPS) 24 was used to
evaluate functional status. The PPS was developed specifically for hospice patients and does
not include hospitalization as a criterion. It is a single item that generates a score between 0
(dead) and 100 (normal activity level). It has been used successfully in earlier studies2 to
predict which patients will survive long enough to benefit from a brief intervention.
Concurrent validity was demonstrated using a sample of 213 hospice inpatients24.

Short Portable Mental Status Questionnaire—The Short Portable Mental Status
Questionnaire (SPMSQ) 23 was used to screen for mental decline. It is a simple 10-item test
of remote memory, knowledge of current events, and mathematical ability. It is administered
by the interviewer and scored on the number of errors an individual makes as a measure of
levels of mental impairment. The SPMSQ was used to screen patients and caregivers for
eligibility for the study.

Data Collection and Analysis

The investigative team kept careful records of the number of patient/caregiver dyads
screened, accrued to the study, weeks in the study, reasons for nonaccrual and reasons for
attrition. These were entered into a grid daily as the data were collected. Results are
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presented as frequencies and percentages. Demographic data were not collected unless the
patients and caregivers were accrued to the study.

The sample consisted of 648 patients admitted to the hospice with a HF primary diagnosis.
Of the 648 screened, only 99 (15.3%) met criteria for the study (Figure 1). Of the 549 who
did not meet the criteria, the two most common reasons were that they were not in home
care but resided in either an assisted living facility (ALF) or a nursing home or that they had
died prior to baseline data collection (See Table 1). Approximately, 13% had less than two
of the target symptoms documented in the medical record. Examples of other reasons
included no caregiver, altered mental status, or reduced performance status. An additional
10% were excluded for other reasons which included factors such as the patient was actively

dying.

Of the 99 patients who met criteria and were contacted about entering the study, 32 (32.3%)
agreed to participate. For the 67 who were not accrued, a variety of reasons for refusal were
documented. The most common reason given for refusal was simply that they did not want
to participate with no further elaboration. The majority of the remaining felt too
overwhelmed (either the caregiver or the patient) or that the patient was too sick to
participate (Table 2).

Patients and caregivers accrued to the study were to give baseline data upon accrual, receive
a two week intervention, and then give follow-up data during weeks 4 and 5 of hospice care.
Ten patient-caregiver dyads in this initial sample of 32 dropped out of the study before the
end of this period. Two were discharged from hospice because of improvement in their
symptoms, and others could not be reached or did not want to answer any more questions.
The staff had to withdraw one dyad from the study when it became clear that the caregiver
suffered cognitive decline. Other reasons for attrition varied and are presented in Table 3.

Discussion

The purpose of this paper was to report the challenges of recruiting hospice patients and
caregivers for our randomized clinical trial, those challenges we anticipated and those we
did not. Of the first 648 HF patients admitted to the hospice after the start of the study, only
32 (5%) were accrued and 22 (3.4%) ultimately completed the study. This came at an
unanticipated cost to the grant as resources were primarily directed at screening rather than
delivery of the intervention. Although this accrual number is very low, it is consistent our
earlier studies of hospice cancer patients, in which 5% were accrued?®. Our numbers were
slightly lower in this study with 3.4% being accrued. In both cases, the patients were being
accrued at local hospices; the primary difference was their diagnosis. However the dyads
who were recruited in a cancer center rather than in a hospice setting had only slightly better
accrual rates at 5.5% being accrued. 16 It is also in keeping with HF studies where a clinical
trial at a large, urban, primary care center reported a 4% accrual rate at one site.2” We
believed that our approach to recruiting patients from a large, progressive hospice would
offset the challenges associated with smaller hospices. Still, our results highlight the need
for large catchment areas for HF hospice studies. With 80% of hospices reporting an average
yearly clensus of less than 500 patients total this presents a unique challenge to HF hospice
studies.
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Ineligible Dyads—Of the 648 HF patients admitted to the hospice during the timeline for
this study, nearly 85% did not meet the criteria of the study. The most common reasons were
that the patient died before the research team screened their record, that the patient already
was admitted to a nursing home or assisted living facility (ALF) and thus had no consistent
family caregiver, or the patient did not report at least two symptoms. Given that baseline
data collection was to have occurred within 24—72 hours of hospice admission, it was
unfortunate that 22% died before study admission because this means that these patients and
caregivers had very limited opportunity to benefit from the palliative care services offered
by the hospice, other than for crisis family support and bereavement services. Late referral
to hospice has been reported in a number of previous studies for HF patients (and in
general).>10

Compared to a previous study of HF patients in an urban area, our study was not impacted
by lack of physician support or competition from other studies.2” Still, late referral to
hospice has been attributed to a number of factors including lack of provider buy in to
hospice as an appropriate delivery of care system until often very late in the disease
trajectory.28-31 Our study underscores the need for continued efforts in developing
evidence-based approaches to enhance timely referral to hospice. Remarkably, the same
percentage of patients in ALFs or nursing homes was consistent with the earlier cancer
study26 suggesting that admission to hospice while in ALFs or nursing homes is reaching
similar proportions for heart failure as with cancer. Another 10% of heart failure patients
lived alone in private homes having no caregivers available, another statistic that is
consistent with the earlier cancer study.28 This is not a surprising finding given that the
study occurred in Florida where many retirees live. Commonly, a married couple retires and
moves to Florida, away from extended family, and when one dies, the other is left alone with
no one to serve as caregiver when he or she becomes seriously ill. Thus, lack of a caregiver
is a fairly common problem in this hospice requiring tailored interventions with minimal
resources.

It was interesting that our initial screening strategies led to about 13% of patients declared
ineligible due to documentation of less than the minimum of two symptoms required for
enrollment. In this hospice, an admission team sees the patient initially and does the
admission paperwork. As the study progressed, the screeners were advised to review the
patient’s chart to verify the presence or absence of symptoms. This increased accrual
because patients did not always reveal all of their symptoms to the admission staff members.
If patients are far enough along on the HF disease trajectory to warrant hospice, it seemed
likely that they would have multiple symptoms as has been reported elsewhere®32, and on
further investigation, we found that many did. However, a group of these patients apparently
did have only one symptom at the time of admission to the hospice. This may reflect the
current guideline directed medical management which should result in decreased symptoms,
symptom volatility33 or it could also reflect lack of documentation of symptoms in the
medical record.

Refusal to Participate—Most of the reasons given for refusal to participate in the study
centered around the caregivers. In 16% of the cases, no specific reason was given. But when
a reason was given, it tended to be that the caregiver felt overwhelmed, had no time or
believed the patient to be too ill to be in a study. This finding is supported by a recent review
of hospice research which highlighted the ways in which caregivers function as one level of
gate-keepers.1* Unfortunately, limiting access to patients who may want to participate in
research for altruistic satisfaction may deprive that very person of a meaningful activity in
their end of life. 34
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Once accrued to the study, 10 (31%) of the original 32 withdrew from the study prior to its
completion. This attrition is high for any study but is better than an earlier study conducted
to test the COPE intervention. In a cancer group, only 38% of the dyads accrued completed
the study, resulting in a 62% rate of attrition 26. The most common reason for attrition in the
cancer group was the patient dying (21%) or becoming too debilitated to continue (29%). It
was this high attrition that caused the investigators in this project to shorten the intervention
time to decrease attrition, particularly from patient decline and death. This change in
protocol apparently was successful because the attrition among these HF patients was half of
what it was for the cancer patients; in fact, two of the HF patients improved enough to be
discharged from hospice care. Thus, it would seem that shortening the protocol achieved its
purposes and that possibly HF patients are likely to survive longer than cancer patients and
drop out of a study at a lower rate. However, this is still a very high rate of attrition, making
this population very costly to study. In addition, the population of hospice patients with HF,
while growing in numbers, is already much smaller than hospice patients with cancer,
causing attrition to have a greater potential impact on the study results.

Intervention—Based on our final sample size, we were not able to fully measure the
outcomes we had selected for the intervention. We had hoped to measure the effect size of
the intervention impact on caregiver burden, depression and anxiety, caregiver knowledge,
patient symptoms and quality of life but were unable to accomplish this as reported
elsewhere.22 Therefore, the hospice caregiver intervention science remains without proven
interventions.

The increasingly standard use of the electronic medical record may facilitate accurate
accounting of patient and caregiver changes at the point of direct care. For example,
standardization of measures used by clinicians giving direct patient care to assess symptoms
and quality of life may allow for randomized clinical trials to be conducted using already
existing data being collected in direct patient care. It will be essential to decrease the burden
of data collection from these hospice patients and caregivers if we are to do this important
work.

Limitations—As with any feasibility study, we recognized issues in our methodology
across recruitment and enrollment. For example, we originally intended to rely on
documentation of two symptoms in the medical record to accrue patients into the study.
After a period of time, we challenged our own findings of the high number of patients with
only one symptom documented so the screeners began to use the medical record sent from
the physician to verify presence or absence of symptoms. As a result, we were able to find
additional eligible patients.

Conclusion—Our approach to this study was based on our background with hospice
research as well as consideration of lessons learned from other studies in HF research. We
anticipated and planned for an older population, cognitive impairment, reduced functional
status, caregivers as gatekeepers (both provider and family). We believed that due to the
high volume of HF patients in this large hospice setting, we could achieve an adequate
sample size for the study. We expected that we would be testing feasibility of the COPE
intervention in the HF population in hospice. In fact, what we were testing was the
feasibility of recruitment and accrual of patients for a HF study in hospice.

Feasibility will remain a challenge unless funding sources recognize the value-added of
symptom management and quality of life studies in hospice for prevention of emergency
department visits and reducing caregiver burden; allowing for the higher cost of research
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with seriously ill patients. On the other hand, efforts to either upstream palliative care or
minimize the occurrence of late referral to hospice will allow patients and caregivers to
enroll in hospice prior to reaching the state of being overwhelmed or exhausted.

This study contributes to the discussion of best value research methods for hospice evidence.
We must continue to question ourselves: are large national databases a more feasible means
of data collection and analysis than the direct, patient, caregiver contact methods? Or is the
patient the best source of current information about symptom status and quality of life.
Further use of qualitative methods may provide additional insight at the level of the patient
as well as the caregiver.

In a study of massage for cancer patients, Gorman and colleagues wrote that intervention
studies in hospice require a “humble restructuring of expectations” (35 P- 195)_ \We humbly
agree. Nevertheless, we must not admit defeat; we must continue to advocate for these
patients and their families. We recognize that there is high burden for all involved and, it is
our responsibility as nurses and researchers to remain committed to alleviating the burden
and improving quality of care.
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Figure 1.

Accrual breakdown for eligible patients
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Frequency and Percent of Reasons Screened Patients did not Meet Criteria for Study (n=549)

Table 1

Criterion Not Met Frequency (%)
ALF" or Nursing Home Patient 121(22)
Patient Died Prior to Data Collection 121 (22)
Patient reported less than 2 symptoms 71(13)

No Caregiver Available 55 (10)
Low Performance Status™ 44 (8)
Failed Mental Status Screening 44 (8)
Lacked Education or Spoke No English 38(7)
Actively Dying 11 (2)
Missing Data 44.(8)

ALF = Assisted Living Facility

*%

As measured by the Palliative Performance Scale
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Frequency and Percent of Reasons for Refusal of Eligible Dyads to Enter Study (n=66)

Table 2

Reason for Refusal Frequency (%)
Does not want to participate 12 (32)
Caregiver overwhelmed 11 (17)
Caregiver believes patient too sick 10 (16)
Patient overwhelmed 9 (13)
Caregiver Refused for patient 2(4)

No time 1(<1)
Patient too near death 1(2)
Unknown reasons 10 (16)
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Table 3

Frequency and Percent of Reasons for Withdrawing from Study (N=10)

Reasonsfor Attrition Frequency
(%)
Patient discharged from hospice; improved 2 (20)
No response to phone calls; unable to reach for follow-up data collection 2 (20)
Patient did not want to answer any more questions 2(20)
Caregiver felt overwhelmed with home and hospice responsibilities 1(10)
Wanted to wait until after holidays to continue (outside of time parameters) 1(10)
Patient no longer willing to participate; no reason given 1(10)
Caregiver found to be demented; staff withdrew dyad from study 1(10)
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