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Abstract

Purpose: The current number of breast cancer survivors (BCS) in the United States is approximately 3.8 million, and this
number is further expected to increase with improvement in treatments. Survivorship care plans (SCPs) are patient-centered
tools that are designed to meet cancer survivors’ informational needs about their treatment history, recommended health care,
and health maintenance. However, the data on SCP benefits remain uncertain, especially in low-income and racial and ethnic
minority cancer survivors. Patient navigation is an effective intervention to improve patient adherence and experience of
interdisciplinary breast cancer treatment.

Objectives: This study sought to understand the role of lay patient navigators (LPN) in survivorship care planning for BCS in
safety-net settings.

Methods: This study is a mixed methods pilot randomized clinical trial to understand the role of patient navigation in cancer
survivorship care planning in a public hospital. We invited BCS who had completed active breast cancer treatment within 5
years. LPNs discussed survivorship care planning and survivorship care-related issues with BCS in the intervention arm over a 6-
month intervention period and accompanied patients to their primary care appointment. LPNs also encouraged survivors to
discuss health care issues with oncology and primary care providers. The primary objective was to assess BCS’ health-related
quality of life (HRQOL). The secondary objectives were self-efficacy and implementation. We assessed implementation with
45-60-min semi-structured interviews with |5 BCS recruited from the intervention arm and 60-min focus groups with the
oncologists and separately with LPNs.

Results: We enrolled 40 patients, 20 randomized to usual care and 20 randomized to LPN navigation. We did not find a
statistically significant difference between the two arms in HRQOL. There was also no difference in self-efficacy between the
two arms. Qualitative analysis identified implementation barriers to intervention that may have contributed to less effective
intervention.

Implications for Cancer Survivors: Future survivorship care planning interventions need to consider: Cancer survivors’
needs and preferences, the need for dedicated resources, and the role of electronic health records in survivorship care plan
delivery.
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The current number of breast cancer survivors (BCS)'~ inthe  to cost-effective, comprehensive care focused on identifying
United States is approximately 3.8 million,® and this numberis ~cancer recurrence, managing symptoms, identifying, and
further expected to increase with improvement in treatments. managing late effects of treatment, and health promotion.”*®
The major challenge of survivorship care is providing access Medically underserved patients who are racial/ethnic
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minorities, are uninsured, and have limited English profi-
ciency (LEP) are more likely to suffer worse health-related
quality of life (HRQOL) and have unmet informational and
psychosocial needs during survivorship.”!'! Moreover, safety-
net hospitals and health networks in the United States that
provide care for low-income and uninsured or underinsured
patients often experience persistent shortages of personnel and
resources.

In 2016, the American College of Surgeons, Committee on
Cancer (COC) implemented an accreditation standard requiring
cancer care programs to provide survivorship care plans (SCP)
standard 3.3 to all patients treated for cancer with curative intent
with the annual evaluation of these plans.® To date, the research
suggests that existing SCP templates fail to address the in-
formation needs of cancer survivors and have limited value in
addressing patients’ needs and or as a coordination tool for
transition from oncology to primary care.”'* Burg et al de-
scribed the delivery of SCPs in low literacy, minority BCS.
They found that 45% of patients did not remember being given
a treatment summary'> and only 8.5% had shown it to another
provider."* There is a lack of effective survivorship care in-
terventions in medically underserved low-income, racial, and
ethnic minority BCS who often continue to experience worse
HRQOL.'>'®

Burke et al conducted formative research with English-,
Spanish-, Russian-, Tagalog-, and Cantonese-speaking breast
cancer survivors to inform the development of materials for
low literacy, multi-lingual patients to support the care tran-
sition from oncology to primary care and needs of low-income
BCS.!” Napoles et al have described the needs of Latina BCS
and developed a framework for providing survivorship care.'®
These studies offer many insights into the disjointed and often
chaotic experience of breast cancer treatment, the varied
nature of these experiences and the prevalence of ineffective
communication between cancer survivors and their cancer
care teams highlights a need for a process and a written
document to help women transition from oncology to primary
care, particularly in safety-net settings.'” Patient navigation is
an effective intervention to improve patient adherence and
treatment experience. The 2002 Institute of Medicine Report'®
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outlined the disparities experienced by racial and ethnic mi-
norities, and in response to this, the US Congress passed the
Patient Navigator Outreach and Chronic Disease Prevention
Act in 2005.%° This act envisioned patient navigation as an
effective intervention to improve health outcomes by reducing
delays to quality care throughout the healthcare continuum.?'
Patient navigation is a patient-centered tool designed to
mitigate multilevel barriers for the most at-risk populations by
increasing access to diagnosis, treatment, supportive care
services, psychosocial support, and education into the cancer
care continuum.”>?* Since the mid-1990s, many US hospitals
have implemented patient navigation programs to improve
follow-up and treatment rates for cancer among medically
underserved populations.*** Studies have shown that navi-
gation improves patients’ experiences and satisfaction with
care.”*° While navigation may be provided by nurses, social
workers, or lay patient navigators (LPNs), current data do not
support one model over another. However, cost consideration
may make LPNs more feasible in resource constrained set-
tings. Lay patient navigation in safety-net settings provides
patients with psychosocial, emotional, and information sup-
port to improve their care experience.**' BCS often describe
being abandoned by health care systems once active treatment
ends.'” Written materials, including well-designed SCPs, can
be supplemented with patient navigation to enhance com-
munication about treatment, symptom management which
will provide a transition that is currently missing in public
hospital patients’ experiences of survivorship care.

We hypothesized that integrating the SCP within linguis-
tically and culturally concordant lay patient navigation would
improve HRQOL for breast cancer survivors compared to
receiving an SCP as part of usual care. The goal of this mixed
methods study was to develop and evaluate the efficacy of an
intervention utilizing a culturally and linguistically suitable
SCP with or without patient navigation in safety-net BCS. We
chose patient navigation as an intervention due to the robust
literature supporting its use in the cancer care continuum for
medically underserved patients.”*>*** Prior studies have
documented many gaps in the use of SCPs in real-world
clinical settings,®* and thus we included implementation
outcomes as part of our study. Implementation beyond effi-
cacy is critical to understand if and how to move interventions
from the research setting into practice.*

Methods
Study design and procedures

This mixed methods randomized study was conducted be-
tween January and December 2018 with BCS recruited from a
multidisciplinary clinic for breast cancer patients and BCS in a
public hospital in California providing care for low-income
residents. The institutional review board (IRB) approved the
study (IRB # 16-20607). We randomized 40 participants to
receive survivorship care planning with or without navigation
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(Figure 1). All participants signed written informed consent.
All participating BCS completed a demographic survey and
baseline measures on enrollment (see details in measures
section). In the intervention arm (see details in interven-
tion), LPNs discussed the SCP and survivorship issues and
encouraged BCS to discuss healthcare issues with oncology
providers and primary care providers (PCP) at the time of
SCP delivery, at six weeks by phone, and in-person at three
months and six months. LPNs also accompanied women in
the intervention arm to their first primary care appointment
with the PCP for a coordinating visit within three months of
SCP delivery. BCS in the control arm received standard
care, which includes navigation support only on as
needed basis.

Study Setting

This was a single-site study conducted at the multidisciplinary
breast cancer clinic in a publicly funded, safety-net integrated
health network. The majority of the patients in the network
have public health insurance or are uninsured. The barriers to
care include low health literacy, LEP, housing and food in-
security, immigration status, socio-economic barriers, sub-
stance use disorders, and mental health concerns.
Approximately 40% of patients speak English, 30% speak
Cantonese, and 20-25% speak Spanish. A team of five LPNs
are employed by the network and support the clinic; two LPNs
are bilingual Spanish/English, and two LPNs are bilingual
Cantonese/English. LPNs are college graduates but do not
have a healthcare background and receive training once they
join the program as LPNs. All new patients are matched by
language concordance to LPNs who speak one of these lan-
guages. LPNs provide active case management during the active
cancer treatment phase, including interpretation services during
clinic visits as needed, and they perform a comprehensive
needs assessment individually for each new patient.>° LPNs

help breast cancer patients with appointment adherence by
providing appointment reminders and assistance with trans-
port. They also assist with filling out important forms, ap-
plying for health insurance and disability, and providing
information about resources in the community. During the
survivorship phase following the completion of active treat-
ment, LPNs are available only on an as-needed basis and do
not provide specific services related to SCPs or in delivery of
BCS care.

Intervention

Building upon the current literature, we created a process for
survivorship care delivery appropriate for the safety-net set-
ting. We adapted the American Clinical Society of Oncology
(ASCO) SCP template’® for low literacy, simplifying the
layout and translating it into Spanish and Chinese (see Ap-
pendix). We have previously described the development of the
Spanish language SCP.*° The simplified Chinese language
SCP was adapted with the help of a multidisciplinary team
including an oncologist, physician assistant, a bilingual
(Cantonese/English) oncology nurse, a trilingual (Cantonese/
Mandarin/English) social worker, and two bilingual
(Cantonese/English) patient navigators and was back trans-
lated.*” We randomized 40 BCS to receive SCPs with or
without patient navigation to enhance the understanding and
use of the SCP. The intervention consisted of active follow-up
in the intervention arm by patient navigators after SCP de-
livery at six weeks by phone and in person at three months and
six months. LPNs also made an appointment for a PCP visit
with the BCS and accompanied the patient for a warm hand-
off.

LPNs received two hours of training specific to survi-
vorship care, their role in survivorship care, and participated in
monthly research meetings. Their role with SCP delivery is
outlined in Figure 2.

N=40

Intervention (N=20)
SCP with Navigation
1.Lay patient navigators discuss SCP with BCS

2. Six weeks (Telephone calls to discuss SCP)

Measures

Fact B at baseline (N=20)

6 months (N=15)

Fact B and self-efficacy survey

3. In-person visit with LPN at 3 month and 6 months
4. Primary care visit within 3 months of SCP delivery

Control (N =20)
SCP alone (navigation support as
needed only)

FACT B survey at baseline (N=20)
6 months (N =17)
Fact B and self-efficacy survey

Figure |. Schema.
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Figure 2. Domains that affect the adoption of survivorship care planning.

Eligibility and recruitment

Eligibility criteria consisted of BCS with a histroy of breast
cancer stage 1-3 treated with curative intent; English, Spanish,
or Cantonese-speaking; and within 1-5 years of having
completed active treatment for breast cancer, including sur-
gery, radiation, and chemotherapy. We permitted the inclusion
of BCS receiving ongoing endocrine therapy. Exclusion cri-
teria included recurrent or metastatic breast cancer or history
of second cancer other than non-melanoma skin cancer. BCS
were invited to participate and signed informed consent and
were randomized with a study ID envelope containing in-
formation about the assigned study arm. Participants were
paid $25 gift cards upon enrollment and at the end of the study.

Measures

The study’s primary endpoint was the difference in the
HRQOL at six months between intervention and usual care as
has been used in prior studies of cancer survivorship.***! We
measured HRQOL with a widely used, validated instrument,
the Functional Assessment of Cancer Therapy—a general scale
(FACT-G) together with the breast cancer subscale (FACT-B),
to assess survivorship care planning.**** The study team
administered the FACT-B questionnaire at the time of en-
rollment and six months. A higher score indicates a better
quality of life. As in prior studies of breast cancer
survivorship,***® we pre-specified self-efficacy as a sec-
ondary endpoint. We used an 8-item self-efficacy scale derived
from prior studies for managing cancer care.”’>® A higher

score indicates higher confidence. An example question is
“How confident are you that you will be able to take care of
your health over the next year?” with response options of “not
at all confident, somewhat confident, very confident, com-
pletely confident, or don’t know.” In addition, we assessed
knowledge of breast cancer, for example, we asked, “What
stage was your breast cancer when it was first diagnosed?”

Implementation

We recognized the literature on SCPs to date has not shown
benefit in patient-related outcomes and therefore chose im-
plementation as one of our secondary endpoints.” We wanted
to understand how implementation of SCP delivery is affected
by various factors, including stakeholders, in the im-
plementation setting. To assess the implementation of the
intervention, we used a theoretical framework, the Consoli-
dated Framework for Implementation Research (CFIR), which
comprises a set of domains to understand the implementation
of programs/intervention across different contexts and set-
tings.*” The five overarching domains of CFIR examine the
implementation process, individuals involved, the inner set-
ting, defined as the specific environment in when the inter-
vention occurs, and the outer setting, or external structural
factors, including policy and payment models, that affect the
implementation of an intervention. We hypothesized that
understanding the implementation context will allow us a
deeper understanding of SCP delivery in a safety-net setting,
including its implementation, and contextualize the outcomes
of the quantitative measures of the intervention. We sampled
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three stakeholder groups involved in the cancer survivorship to
reflect the needs and perspectives of stakeholders on adoption
and implementation. We performed semi-structured debriefing
interviews with 15 BCS and asked about their perception of
SCPs, their perceived usefulness and about their survivorship
care needs. Five BCS from each language group in the inter-
vention arm—English, Spanish, and Cantonese—were invited.
Interviews were audiotaped, translated to English from Spanish
and Cantonese verbally, and then transcribed. Participants re-
ceived a $25 gift card for each interview to compensate for their
time. In addition, we conducted focus groups for LPNs and
oncologists. Five LPNs were invited to participate in a focus
group (all agreed). Four oncology providers were invited and
three participated in a focus group. LPNs and oncologists were
given $50 each in appreciation of their time. We used a template
analysis approach to code and organize data for analysis. We
used deductive qualitative analysis, in which we defined themes
a priori based on CFIR.*® We identified 15 study specific
contextual factors that best described the data. We grouped these
into categories based on five major domains of CFIR framework
that may influence successful implementation, including uptake,
effectiveness, and sustained use of SCPs. The focus group and
interviews were independently coded by two coders and mapped
to the most relevant CFIR domains. We discussed and resolved
any disagreement between the coders. Finally, we analyzed the
themes across the five major CFIR domains to consolidate into
three overarching themes that best represented the data.

Data Management and Analysis

Data were stored in a HIPAA compliant REDCap database.*’
We used SAS 9.4 software for quantitative analysis and gen-
erated descriptive statistics for demographics. For HRQOL
assessment, the mean total HRQOL score was compared in
each arm using a non-parametric Wilcoxon—-Mann—Whitney
test. We compared the mean self-efficacy score between the two
study arms with the independent Student T-test. We transcribed
the qualitative data verbatim and analyzed it for themes, and
two coders separately coded the data. We transcribed the audio
recordings of interviews done in English, and bilingual research
personnel translated and transcribed audio recordings in
Spanish and Cantonese. The focus groups for LPNs and on-
cologists were audiotaped and transcribed. We used Dedoose
web-based software to facilitate qualitative data analysis.

Results

Demographic characteristics

We enrolled a total of 40 participants, 20 in each arm. There
were ten English speaking, five monolingual Spanish and five
monolingual Cantonese speaking BCS in each arm. Our sample
was racially diverse with 22.5% white, 41% Asian, and 10%
African American. Twenty-five percent of women reported
Hispanic ethnicity. Most participants reported public health

Table 1. Demographics.

Demographics

N (%) 40 (100)

Race

White 9 (22.5)

Asian 16 (41)

Black/AA 4 (10)

Native Hawaiian I (2.5)

Not reported/missing 2 (5)

Other 7 (17.5)
Ethnicity

Hispanic 10 (25)

Non-Hispanic 26 (66.7)
Education

6 years or less 4 (10)

6—11 years 9 (22.5)

12 years or more 26 (64)
Occupation

Full-time 12 (30)

Homemaker/caregiver 12 (30)

Retired 7 (17)
English proficiency

Poor/not at all 16 (40)

Fairly well/well 12 (30)

Very well 10 (25)
Marital status

Married/partner 12 (30)
Country of birth

USA 10 (25)

Other 29 (72.5)
Medical insurance

Medicaid 21 (52)

Medicare 4 (10)

Medicaid/medicare 8 (20)
Treatment received

Surgery 40 (100)

Chemotherapy Il (35)

Endocrine therapy 35 (87)

insurance (Medicare or Medicaid) (82%), with 50% of women
only on Medicaid (Table 1). One hundered percent of BCS
underwent surgery, with 35% receiving chemotherapy and 87%
receiving endocrine therapy. Women who received chemo-
therapy, radiation, and hormone therapy were equally distrib-
uted in each arm. At the time of final data collection, five
patients were unavailable in the intervention arm, one due to
disease progression, two due to insurance changes, and two
were not reachable by phone within the specified time frame. In
the control arm, three were unavailable due to the inability to
reach them within the specified time frame.

Quality of life and self-efficacy measures

The FACT-B scores improved over six months in both groups.
The change from baseline in HRQOL score at six months was
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Table 2. Functional Assessment of Chemotherapy- Breast (FACT-B) scores.

FACT-B domains change in score from baseline Control Intervention P value/Z Score
Physical well-being 18(10-25) 16(9-24) .84/—.19
Social/family well-being 13 (8-22) 20 (9-25) .55/.6
Emotional well-being 12(8-22) 19 (10-26) 27/1.1
Functional well-being 16 (8-22) 20 (12-29) 22/1.23

Breast cancer subscale 16 (9-20) 25(6-27) 44/.78

numerically higher in the intervention group than the control
group, although the difference was not statistically significant.
Numerically higher scores were noted in the intervention
group for social/family well-being, emotional well-being,
functional well-being, and breast cancer subscale, but they
were not statistically significant (see Table 2). The self-efficacy
score, which was measured at six months, showed no dif-
ference between the two arms (P value .3). Twenty four (75%)
of BCS remembered receiving SCPs, equal in both arms, and
14 (44%) BCS said they read and reviewed the SCP. Eleven
(31%) reported sharing the SCP with their primary care
doctors, Ten (30%) shared it with friends and family members.
While most BCS did not recall the name of endocrine therapy,
96% could correctly identify the duration of the endocrine
treatment of five years.

Implementation evaluation

Contextual factors identified for SCP delivery are grouped
below within the five major CFIR domains (Table 3).

Outer setting

Outer setting domains of the CFIR refer to the external
environment, which includes federal, state, and local health
policy and regulatory requirements for an accrediting
organization.

Regulatory requirements: As the safety-net institution is
credentialled by the Commission on Cancer (COC) and
needed to implement SCPs as an accreditation standard,
oncologists identified this regulatory requirement as an im-
petus for implementation of SCPs underscoring the role of
accreditation standards in implementation of interventions.

“We are a COC-accredited organization, COC recognizes how
many patients were treated and completed their active treatment
with a curative intent in the hospital. So they actually have a list of
patients that you have to cover 50% of those patients.” (ONC#1)

Oncologists identified a lack of reimbursement policy and
lack of coding and measures to capture the effort required to
implement SCPs. Substantial effort and time needed for
survivorship care planning and delivery is not captured in the
current billing, and this may lead to their efforts not being
recognized at the administrative level, for example,

“Because right now there is no way—no ICD 10 code or there’s no
billing mechanism to bill for a survivorship care visit as such.”
(ONC#2)

Inner Setting

The inner setting domain of CFIR refers to the local envi-
ronment. The contextual factors identified in this domain
included clinic workflow, electronic medical records (EMR),
lack of time, primary care clinic appointments, embedded
navigation program with LPN invested in survivorship, and
knowledge about survivorship resources and integrated sur-
vivorship care resources.

Clinical workflow

LPN focus group participants identified clinic workflow as a
significant barrier. In the multidisciplinary clinic, patients who
are receiving active cancer treatments including chemotherapy
are seen simultaneously as cancer survivors. Oncologists
deprioritized survivorship care and were more focused on
patients receiving active treatment. The LPNs in focus groups
captured this tension

“For providers it wasn’t a priority for them, because their priority
was to check up on people who were more on active treatment.
Like they were more prioritizing their time for people doing
chemo.” (LPN#2)

LPNs themselves also noted the difficulty of focusing on
SCP in a busy clinic and expressed that providing effective
survivorship care will require dedicated clinical time, dedi-
cated personnel, and dedicated resources.

“A dedicated time that’s just dedicated, an appointment or clinic,
to survivorship so that they would come back to a special clinic
that addresses that rather than trying to do it in an interdisciplinary
clinic that’s addressing surgical and oncology things.” (LPN#1)

Electronic Medical Records (EMR)

Both LPNs and oncology providers in focus groups identified
the EMR as a significant barrier to SCP delivery and com-
munication between Oncology and PCPs. The SCPs were not
integrated into the EMR and needed to be scanned and up-
loaded, requiring additional time and designation of a
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Table 3. Contextual factors for survivorship care planning.

CFIR domains
Outer settings

Inner setting

Participants’
characteristics

Contextual factors
Accreditation
requirements

Reimbursement

Clinic workflow

Electronic medical
records

Lack of time

Primary care clinic
appointments
Embedded LPN

Integrated
survivorship
resources

Symptom related
needs of BCS

Need for dedicated
resources for
diverse BCS

BCS engagement

Exemplar quotes

"We are a COC-accredited organization, COC recognizes how many patients were treated
and completed their active treatment with a curative intent in the hospital. So they actually
have a list of patients that you have to cover 50 percent of those patients." (ONC#I)

"Because right now there is no way— no ICD-10 code or there’s no billing mechanism to bill
for a survivorship care visit as such." (ONC#2)

"for providers, it wasn’t a priority for them, because their priority was to check up on people
who were more on active treatment. Like they were more prioritizing their time for people
doing chemo." (LPN#2)

"a dedicated time that’s just dedicated, an appointment or clinic, to survivorship so that they
would come back to a special clinic that addresses that rather than trying to do it in an
interdisciplinary clinic that’s addressing surgical and oncology things." (LPN#1)

"sometimes it got uploaded in EMR under documents, or sometimes it got uploaded under
labs." (ONC#2)

“l only went on one visit and | know | emailed the provider but she didn’t know where it was.
Like, she knew it existed, but she didn’t know where it was." (LPN#4)

"For me, actually, | don’t think | did a great job explaining it. | think | filled it out and | told them
what it was. | never went through it in great detail. | don’t think | went over the last page with
all the different lifestyle things.” (ONC#]I)

"They were frustrated because it is time-consuming and it wasn’t quite their—on their agenda,
right." (LPN#3)

"Or making a brand-new PCP appointment just to go over the survivorship care plan wasn’t
good use of the PCP’s time or the patient’s time or the navigator’s time." (LPN#4)

"Getting to a PCP visit if it’s not in the hospital is a challenge. Getting an appointment is a
challenge" (LPN#2).

"We have patient navigators also who refer patients to different programs that they need to be
referred to. And so, there is a system to provide survivorship care that was happening even
before the survivorship care planning was introduced.” (ONC#I)

"I think in general; our patients don’t ask for too many things. But we do have certain things built
up in our own clinic. So we—for example, we have a lymphedema program so patients are
evaluated by a person who educates patients about lymphedema and also refers patients who
need to see physical therapy, for example." (ONC#2)

“I have a lot going on, and | don’t like to keep taking pain killers constantly because, you know,

can affect your stomach and stuff and, you know, | don’t like —so | have the creams and
patches | do put on to ease the pain, the cream help.” (EBCS#3)

"It’s like we automatically had that because we have that connection, we felt obligated, and sort
of we wanted to give a full picture for the patient to see, 'This is important.” (LPN #2)
"—To me, the most helpful part was to go to support group. | mean my friends are all
cancer survivors. Due to the fact that a lot of people out there discriminate us who have

cancer.” (CBCS#I)

"Yeah, and | think the only other thing | would add to that is the educational resources. | think
they are available sometimes in English and Spanish. Like for example, we—if patients want to
know more about, for example, insomnia or something, and then most of the resources are
only available in English. They’re at a higher literacy level. And some of them might be
available. Some places may have it in Spanish but finding it in Chinese is even harder."
(ONC#2)

"So, some patients are very involved in their care and some patients are not, and it’s not
dependent on what language they speak or other things. It really depends on individual
patients. For example, one of my patients | think after maybe one or two years after | gave her
the survivorship care plan actually brought a copy this week and wanted me to go over it
again." (ONC#I)

"It was a mix—for the clients who | helped with | had a mix of Chinese—Cantonese-speaking
clients and some English-speaking clients. Some of them were sort of grateful to have
something documented from the hospital to give to them, but there were some people who,
when | went to the primary care, they didn’t really prioritize that as a discussion with their
primary care. It was just another paper—I have it, but | don’t really think I'm gonna bring it,
but you could bring it for me if you want as a navigator." (LPN#2)

(continued)
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Table 3. (continued)

Implementation
Process

Buy-in

Lack of planning and
ongoing support

SCP as an imperfect
tool

Intervention
characteristics

"But | think buy-in from the providers was very hit or miss. It was very hit or miss." (LPN#4)
"To get an extra visit, it would make other patients not be able to get in because they were—
and they need—that would just be a nightmare, | think, on the scheduling." (ONC#3)
"The most helpful, | guess the initial information. When was your surgery, what was going on so

you have like this whole this was going on if | would tell somebody else or a different doctor?

You also have it on paper so it’s not like oh, | had this and this or you can make anything up in
the end. But you have like a piece of paper where it’s all like here, yes, | have that treatment?"

(EBCS#1)

"I think if you look at it like a patient gets admitted, they get a discharge summary, and you really
want two different things for the patient and provider. You know, your patient wants to
know what—they should take these antibiotics for six days and then if there’s any problem,

they should go to the doctor, while doctor should hear about, you know, this

gave this

patient antibiotics for six days and if he’s still symptomatic when they come and see you, then
maybe you wanna consider something else.” (ONC#1I)

Evidence of usefulness
for SCP

"So, when we started implementing the survivorship care plan, we were aware of some of the
data that had been published before that because we did some reading before

implementation. And one of the things was that maybe it was not as helpful to the patient, and
probably also as a communication tool with the providers." (ONC #2)

Abbreviations: ONC, oncologist; CBCS, cantonese speaking BCS; EBCS, english speaking BCS; LPN, lay patient navigator.

consistent place in the EMR. It was often inconsistently la-
beled, making it difficult to access when needed.

“Sometimes it got uploaded in EMR under documents, or
sometimes it got uploaded under labs.” (ONC#2)

The paper SCPs also required an additional step of scan-
ning into the EMR, which was an additional step for clinic
staff. The inconsistent scanning resulted in SCPs not always
being accessible when needed in the EMR, which may have
limited its use after delivery. LPNs expressed this challenge in
primary care visits where patients did not bring their SCPs,
and PCPs could not always locate it for discussion.

“I only went on one visit and I know I emailed the provider but she
didn’t know where it was. Like, she knew it existed, but she didn’t
know where it was.” (LPN#4)

Lack of time

Oncologists delivered SCPs inconsistently and were not al-
ways able to spend the time needed to discuss it fully and were
dissatisfied with the process:

“For me, actually, I don’t think I did a great job explaining it. I
think I filled it out and I told them what it was. I never went
through it in great detail. I don’t think I went over the last page
with all the different lifestyle things.” (ONC#1)

LPNs also noted that it might not have been a priority for
the oncologist to create and deliver a SCP due to time
constraints.

“They were frustrated because it is time-consuming and it wasn’t
quite their—on their agenda, right.” (LPN#3)

Some LPNs also did not see the delivery of SCPs as a good
use of their own time, and some did not spend enough time
delivering the intervention. LPNs also felt that it was not a
good use of PCP time to specifically make an appointment in a
busy system for a coordinating visit. One LPN stated:

“Or making a brand-new PCP appointment just to go over the
survivorship care plan wasn’t good use of the PCP’s time or the
patient’s time or the navigator’s time.” (LPN#4)

Primary care visit

The biggest challenge for the LPNs for the transition of care was
the primary care appointment. In a busy safety-net healthcare
system, primary care clinics may not have available appoint-
ments for a coordinating visit for BCS. In addition, it was even
harder for PCP clinics located off-campus visits.

“Getting to a PCP visit if it’s not in the hospital is a challenge.
Getting an appointment is a challenge.” (LPN#2)

Integrated LPN

LPNs who were already integrated in the clinic were invested
in the SCPs as they felt connected to cancer survivors and
wanted them to be more knowledgeable about survivorship
care and help the BCS manage their health. Oncologists also
identified LPNs as vital for the delivery of survivorship care in
the setting where they perform case management and provide
essential services, including applying for insurance and re-
ferral to community-based resources which are not necessarily
labeled survivorship care.

“We have patient navigators also who refer patients to different
programs that they need to be referred to. And so, there is a system
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to provide survivorship care that was happening even before the
survivorship care planning was introduced.” (ONC#1)

Integrated survivorship resources

Oncologists identified that there were additional resources that
are available for cancer survivors and well-integrated within the
clinic. While these are crucial to cancer survivors, they would
not be captured as survivorship care if the only measure of
survivorship care is SCP delivery. For example, the multidis-
ciplinary clinic also included prospective lymphedema pre-
vention and treatment, including a health educator and physical
therapist who provide education for lymphedema prevention
and referral and treatment for lymphedema but also a referral for
patients who needed additional physical therapy:

“I think in general; our patients don’t ask for too many things. But
we do have certain things built up in our own clinic. So we—for
example, we have a lymphedema program so patients are eval-
uated by a person who educates patients about lymphedema and
also refers patients who need to see physical therapy, for ex-
ample.” (ONC#2)

Participants’ characteristics

Several excerpts from all stakeholders recognized the needs of
cancer survivors including symptomatic needs and information
needs. The engagement of the BCS with SCPs was variable.
With a diverse BCS population, the availability of resources in
languages other than English was noted to be beneficial.

Symptoms related needs for BCS

BCS had ongoing symptomatic needs despite having com-
pleted their active treatment. The survivorship care needs are
driven by the ongoing symptom burden. For example, an
English speaking BCS (EBCS) reported her ongoing symptom
burden.

“I have a lot going on, and I don’t like to keep taking pain killers
constantly because, youknow,  can affect your stomach and
stuff and, you know, I don’t like—so I have the creams and
patches I do put on to ease the pain, the cream  help.”
(EBCS#3)

LPNs and oncologists also recognized the needs of BCS
and acknowledged the reluctance of their BCS to seek ad-
ditional support and the importance of being proactive as
health care providers in offering the support. Recognition of
this unmet need by stakeholders was an essential facilitator to
survivorship care planning. The LPNs provide a significant
amount of support to BCS and considered survivorship care to
be of enormous significance to BCS and prioritized survi-
vorship care and SCPs.

“It’s like we automatically had that because we have that con-
nection, we felt obligated, and sort of we wanted to give a full
picture for the patient to see, ‘This is important.”” (LPN #2)

Need for dedicated resources for diverse BCS

BCS expressed the desire for additional support and highlighted
the importance of the help they received in cancer support
groups, especially those available in different languages. A
Cantonese-speaking BCS (CBCS) stated about a support group
dedicated to Chinese monolingual BCS:

“—To me, the most helpful part was to go to support group.
I mean my friends are all cancer survivors. Due to the fact that a lot
of people out there discriminate us who have cancer.” (CBCS#1)

Oncologists also identified a greater need for resources for
BCS with limited health literacy and LEP.

“Yeah, and I think the only other thing I would add to that is the
educational resources. I think they are available sometimes in
English and Spanish. Like for example, we—if patients want to
know more about, for example, insomnia or something, and then
most of the resources are only available in English. They’re at a
higher literacy level. And some of them might be available. Some
places may have it in Spanish but finding it in Chinese is even
harder.” (ONC#2)

Engagement of BCS

The engagement with SCPs was variable among BCS, and
some were more engaged with the SCP delivery, and some
were less so. While some BCS brought up questions about
their SCPs, but it was not common for them to discuss their
SCPs. An oncologist stated:

“So some patients are very involved in their care and some pa-
tients are not, and it’s not dependent on what language they speak
or other things. It really depends on individual patients. For
example, one of my patients I think after maybe one or two years
after I gave her the survivorship care plan actually brought a copy
this week and wanted me to go over it again.” (ONC#1)

Navigators also noticed this:

“It was a mix—for the clients who I helped with I had a mix of
Chinese—Cantonese-speaking clients and some English-speaking
clients. Some of them were sort of grateful to have something
documented from the hospital to give to them, but there were some
people who, when I went to the primary care, they didn’t really
prioritize that as a discussion with their primary care. It was just
another paper—I have it, but I don’t really think I’'m gonna bring it,
but you could bring it for me if you want as a navigator.” (LPN#2)
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Implementation process

The CFIR domain of implementation process addresses fac-
tors such as buy-in, planning, and ongoing support. Several
excerpts identified a lack of buy-in from oncologists and LPNs
as a barrier.

Most importantly, LPNs noted that buy-in from the on-
cologist was not consistent, leading to inconsistent delivery
of SCP. While some oncology providers were more invested
in survivorship care and SCP, others did not share the same
priorities. LPN specifically identified this in the focus group:

“But I think buy-in from the providers was very hit or miss. It was
very hit or miss.” (LPN#4)

A busy interdisciplinary clinic with limited planning and
lack of ongoing support made it hard to identify BCS that
needed the SCPs in advance and create a 60-min time slot,
allowing enough time to discuss the SCP and led to incon-
sistent SCP delivery.

“To get an extra visit, it would make other patients not be able to
get in because they were—and they need—that would just be a
nightmare, I think, on the scheduling.” (ONC#3)

Intervention characteristics

We identified intervention characteristics as essential factors.
For example, although the lack of individualization and
perceived lack of benefits of intervention were barriers, BCS
identified information about their cancer care as the most
crucial aspect of SCPs, allowing them to hold on to infor-
mation and share it with their families and other providers and
highlighted this need for critical information from the BCS
perspective.

“The most helpful, I guess the initial information. When was your
surgery, what was going on so you have like this whole this was
going on if I would tell somebody else or a different doctor? You
also have it on paper so it’s not like oh, I had this and this or you
can make anything up in the end. But you have like a piece of
paper where it’s all like here, yes, I have that treatment?”
(EBCS#1)

Oncologists identified SCPs as an imperfect tool and not
tailored for either PCPs or the BCS. Oncologists in the focus
group disagreed with a single SCP for both PCPs and BCS and
believed that the current form was not very helpful to either
patients or the PCPs and suggested a separate communication
tailored to different audiences. As an oncologist noted,

“I think if you look at it like a patient gets admitted, they get a
discharge summary, and you really want two different things for
the patient and provider. You know, your patient wants to know
what—they should take these antibiotics for six days and then if

there’s any problem, they should go to the doctor, while doctor
should hear about, you know, this _ gave this patient anti-
biotics for six days and if he’s still symptomatic when they come
and see you, then maybe you wanna consider something else.”

(ONC#1)

Oncologists remained skeptical about the value of SCPs
based on the current data and questioned the usefulness of
implementing SCPs in limited-resource settings. Oncologists
mentioned the literature that has shown that SCPs may not be
helpful, especially in safety-net settings:

“So, when we started implementing the survivorship care plan, we
were aware of some of the data that had been published before that
because we did some reading before implementation. And one of
the things was that maybe it was not as helpful to the patient, and
probably also as a communication tool with the providers.” (ONC
#2)

Synthesizing across CFIR domains, we identified three
overarching themes.

1. Survivorship care interventions need to consider sur-
vivors’ needs and preferences.

The data highlighted the importance of tailoring survi-
vorship care and SCPs to match the needs of cancer survivors.
Overall, there is a significant paucity of survivorship care
resources and SCPs tailored to a diverse BCS. This data
underscores a lack of investment in culturally and linguisti-
cally tailored resources to support and educate BCS about
managing their symptoms and to fulfill their information
needs. Stakeholders also identified several limitations to
SCPs. BCS wanted to have information about their treatment,
but not all of them would have attached importance to the
SCPs themselves, thus limiting their use in overall survi-
vorship care. Finally, all stakeholders described several as-
pects of survivorship care, for example, support groups
tailored by language and embedded lymphedema care that
were helpful to BCS, highlighting important implications for
designing survivorship care programs beyond the delivery of
SCPs, and emphasized existing resources within and outside
the organization in the broader community as essential
components of survivorship care.

2. Need for dedicated survivorship resources.

We also identified that focusing on survivorship care in a
setting where clinical workflows are designed for patients
receiving active cancer treatment may lead to ineffective
survivorship care. All stakeholders identified this conflict and
highlighted that SCP delivery in this setting was suboptimal.
While survivorship interventions such as active symptomatic
needs, proactive management of lymphedema, assistance for
insurance, and referral to community resources need to be
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addressed simultaneously with active cancer treatment. There
is a need for dedicated personnel and resources to provide
SCPs, and survivorship care education in clinical settings
focused on survivorship care. While this will require in-
vestments in additional resources and personnel, it is more
likely to meet the needs of cancer survivors.

3. The EMR is an essential component of survivorship
care.

Our existing EMR was a significant barrier overall to
survivorship care planning. Lack of SCPs and treatment
summaries tailored to diverse populations available in lan-
guages other than English necessitated the use of paper SCPs in
our study. This limitation led to paper SCPs that needed to be
scanned into the EMR and were challenging to find. EMR
functionality with the ability to populate details regarding di-
agnosis and treatments into an SCP or treatment summary may
increase uptake by the providers. We found that the lack of a
templated SCP that can be frequently updated as necessary is
also likely to result in ineffective SCP delivery. In addition, we
also found that coordinating visits with PCPs was not a good
use of time by our stakeholders. EMR can play an essential role
in improving this coordination by providing an avenue for two-
way communication between PCPs and oncologists.

Discussion

This mixed methods study sought to understand the role of
patient navigation in SCP delivery in a safety-net population.
The intervention of SCPs with patient navigation was intended
to provide support to BCS and coordinate care between pri-
mary care and oncology by linking the BCS back into primary
care with the help of LPNs.

Our primary goal was to assess the impact on HRQOL of
BCS when supported by patient navigation on the FACT-B
scale. While we found numerically higher HRQOL in the in-
tervention arm, it was not statistically significant. Although
patient navigation based intervention have shown improvement
in some domains of HRQOL, several prior studies results with
SCP intervention have shown no improvement® or have shown
even worsening of HRQOL.>' We also assessed self-efficacy
and found that self-efficacy was also not different in either of the
arms, this is consistent with prior literature which has shown
mixed results in self-efficacy with SCP.***** Finally, we sought
to understand the implementation of SCP related intervention in
safety-net setting. Prior research has also emphasized that SCP
may not be of benefit to cancer survivors™> and suggests that
implementation challenges may be inherent in these outcomes.>*

The intervention was implemented in a climate where BCS
have a significant need for knowledge and support and amidst
the calls for SCP implementation from accrediting
organizations.®'”'®* However, implementation of SCPs re-
mains an unfunded mandate with significant time and resource

commitment™ without any financial or billing support for
implementing SCPs.> Thus, the implementation of SCPs can
be a significant burden in a resource-limited healthcare sys-
tem. Given limited resources, we chose to implement SCP
delivery in a regular clinic workflow. We found that although it
may be more convenient to include SCP delivery in the same
clinic where routine cancer care is delivered, it is challenging
to deliver SCPs due to competing priorities of stakeholders.
Our findings suggest that successful delivery of SCPs in this
setting requires institutional support and focus on survivorship
care. A dedicated survivorship care clinic with designated
space, personnel, and resources prioritizing survivorship care
may be more impactful for the care of BCS. Our experience
suggests that SCP delivery may meet the requirements set by
the accrediting organizations, it is unlikely to meet the needs
of BCS.

Oncologists in our clinical settings remained skeptical of
the value of SCPs in survivorship care, and this may have
resulted in inconsistent SCP delivery. Currently, SCPs are
considered a tool for education for cancer survivors but also a
tool for communication with PCPs.’®>” However, their ef-
ficacy in care coordination remains unclear, and to address
this, oncologists in our focus group emphasized that content
should be different for patients and PCPs. One of the major
limitation of SCPs we identified, is lack of individualization
and ability to modify as needed, during the cancer trajectory.
Prior research has also identified that SCPs may not contain
all the Institute of Medicine recommended components, are at
high reading level and not tailored to diverse cancer
survivors.'>*® Although the EMR may assist with SCP de-
livery,” we found that if not well designed, it may also be a
significant barrier for SCP implementation and create an
undue burden on health care personnel. Due to limited
functionality for SCPs in our EMR, we had to implement
paper-based SCPs, which was necessary for our linguistically
diverse patients, but these were hard to integrate with the
EMR and could not be easily personalized or updated. These
barriers may be addressed by patient-centered SCPs em-
bedded in EMR, with availability in multiple languages, and
at appropriate reading levels to address the needs of diverse
cancer survivors.

There was variable buy-in from oncology providers, and a
lack of consistent process between oncologists posed a
significant barrier to implementation of the intervention.
Thus, planning and optimizing implementation are essen-
tial.”> In addition, while the navigators recognized the im-
portance of survivorship care, they may not have had a
similar focus on delivery and follow-up of SCPs. We also
found that there may be a significant waiting period for PCP
appointments in the safety-net and adding new coordinating
appointments may not be the best use of this limited resource.
Other innovative care coordination measures leveraging the
EMR to coordinate care between PCP and oncologists may
be more beneficial.
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Figure 3. Study intervention: abbreviations—Lay Patient navigator (LPN), breast cancer survivors (BCS), Functional Assessment of Cancer

therapy with breast cancer subscale (FACT-B).

In addition, survivorship care resources such as cancer
support groups and embedded lymphedema education and
surveillance and referral to community-based resources were
important component of survivorship care in our health care
setting. To provide survivorship care and education to cancer
survivors, particularly in safety-net settings, new innovative
approaches tailored to this population are needed, and patient
navigators and health educators can be valuable partners in
providing this care. For example, a group medical visit ap-
proach often used to promote self-management in chronic
disease management may be one such intervention to address
the needs of cancer survivors.®’

A significant strength of our study is informed framework
driven assessment of the implementation of SCPs in a
safety-net setting (Figure 3), identifying factors that influ-
ence implementation of SCP delivery beyond the evaluation
of SCPs as has been done extensively in prior literature.>>
We were successful in recruiting and following BCS for 6
months which can often be challenging in safety-net set-
tings. In addition, the mixed methods nature of the study
provided important insights into SCP delivery in safety-net
settings and contextualized the findings from the quantita-
tive component. The strength of the qualitative data comes
from LPNs who delivered the intervention and provided an
honest and comprehensive assessment of overall SCP

delivery and process and provided a unique opportunity to
learn from their perspectives. Our study also has several
limitations. As a pilot study, we recruited a small sample of
BCS from a single safety-net institution. Thus, generaliz-
ability may be limited. However, challenges in the im-
plementation of SCPs are not unique to our institution.”> In
addition, perspectives of PCPs would have provided addi-
tional information; however, the limited nature of this study
did not allow that.

Finally, our study underscores that care of cancer survivors
and effective SCP delivery requires dedicated resources,
personnel, space, and time. In addition, innovative care de-
livery for cancer survivors needs to move beyond SCPs and
must leverage innovative coordination strategies to engage all
stakeholders including PCPs in survivorship care.
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