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Abstract

BACKGROUND: Sociolegal barriers to cancer care are defined as health-related social needs like
affordable healthy housing, stable utility service, and food security that may be remedied by public
policy, law, regulation, or programming. Legal support has not been studied in cancer care.

METHODS: The authors conducted a randomized controlled trial of patients who had newly
diagnosed cancer at a safety-net medical center in Boston from 2014 through 2017, comparing
standard patient navigation versus enhanced navigation partnered with legal advocates to identify
and address sociolegal barriers. English-speaking, Spanish-speaking, or Haitian Creole-speaking
patients with breast and lung cancer were eligible within 30 days of diagnosis. The primary

Corresponding Author: Tracy A. Battaglia, MD, MPH, Boston Medical Center, 801 Massachusetts Avenue, Crosstown Building, 1st
Floor, Boston, MA 02118(tracy.battaglia@bmc.org).

AUTHOR CONTRIBUTIONS

Tracy A. Battaglia: Conceptualization, methodology, analysis, visualization, writing—original draft, and editing. Christine M. Gunn:
Conceptualization, methodology, analysis, and writing—revisions and editing. Sharon M. Bak: Conceptualization, methodology,
analysis, visualization, writing-original draft and editing. JoHanna Flacks: Conceptualization, methodology, and writing—revisions
and editing. Kerrie P. Nelson: Methodology, analysis, visualization, and editing. Na Wang: Methodology, analysis, visualization,

and editing. Naomi Y. Ko: Conceptualization, methodology, and editing. Samantha J. Morton: Conceptualization, methodology, and
writing-revisions and editing.

We are indebted to the contributions of many partners who contributed to the successful completion of this study, including: our
Patient Advisory Group (Carolyn Barnes, Joyce Gandy, Gloria Johnson, Elizabeth Rhodes, Marilyn Simmons, and in memory of
Zahra Haghighatatjoo and Roy Davis), our Scientific Advisory Board (Drs. Deb Bowen, Victoria Parker, and Jane Mendez), the
patient navigators (Katie Finn, Ina Petreli, Sabrina Morton, Laura Ochoa, and Amy Cann), and our outstanding research team (Emily
Bergling, Michelle Carrera, Maria Castano, Kate Festa, Claudia Gumina, Steven Ganem, Serena Haver, Kristine Murray, Vanesa Noel,
Jennifer Pamphile, Penny Price-Johnson, Wanda Turner and Sara Waugh).



1duosnuen Joyiny 1duosnuey Joyiny 1duosnue Joyiny

1duosnuen Joyiny

Battaglia et al. Page 2

outcome was timely treatment within 90 days of diagnosis. Secondary outcomes included patient-
reported outcomes (distress, cancer-related needs, and satisfaction with navigation) at baseline and
at 6 months.

RESULTS: In total, 201 patients with breast cancer and 19 with lung cancer enrolled (response
rate, 78%). The mean patient age was 55 years, 51% of patients were Black and 22% were
Hispanic, 20% spoke Spanish and 8% spoke Haitian Creole, 73% had public health insurance,
77% reported 1 or more perceived sociolegal barrier, and the most common were barriers to
housing and employment. Ninety-six percent of participants with breast cancer and 73% of those
with lung cancer initiated treatment within 90 days. No significant effect of enhanced navigation
was observed on the receipt of timely treatment among participants with breast cancer (odds ratio,
0.88; 95% CI, 0.17-4.52) or among those with lung cancer (odds ratio, 4.00; 95% CI, 0.35-45.4).
No differences in patient-reported outcomes were observed between treatment groups.

CONCLUSIONS: Navigation enhanced by access to legal consultation and support had no
impact on timely treatment, patient distress, or patient needs. Although most patients reported
sociolegal barriers, few required intensive legal services that could not be addressed by navigators.

LAY SUMMARY:

. In patients with cancer, the experience of sociolegal barriers to care, such as unstable
housing, utility services, or food insecurity, is discussed. Addressing these barriers
through legal information and assistance may improve care.

. This study compares standard patient navigation versus enhanced navigation partnered
with legal advocates for patients with breast and lung cancers. Almost all patients
in both navigation groups received timely care and also reported the same levels of
distress, needs, and satisfaction with navigation.

. Although 75% of patients in the study had at least 1 sociolegal barrier identified, few
required legal advocacy beyond what a navigator who received legal information and
coaching could provide.

Keywords

breast cancer; cancer disparities; comparative effectiveness; health equity; lung cancer; patient
navigation

BACKGROUND

Cancer health disparities are growing despite overall declines in cancer mortality.1 Death
rates among people with lower socioeconomic status, as defined by education, occupation,
or residence, have shown little or no decrease and even have increased for some.2™ Any
decrease in cancer death rates among people from racial and ethnic minority groups has
occurred later and has been slower compared with the rates among people in the majority.
It is increasingly recognized that racial differences in health outcomes are intricately
related to social environments that are rooted in structural racism.® Race as a social
construct acknowledges the complex interplay of socioeconomic status, culture, and social
classification and is the relevant focus for research and remediation. Social determinants of
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health, the conditions in which people are born, grow, live, work, and age,? are shaped by the
distribution of money, power, and resources and are directly linked to population-level health
inequities. Individual-level social needs are the downstream manifestations of the impact of
the Social determinants of health on communities.”

Research has clearly documented that /ealth-related social needs® like unhealthy housing
conditions, energy insecurity, food insecurity, and interpersonal violence can operate

as barriers to accessing cancer care and can impact outcomes, regardless of race/
ethnicity.349.10 Sociolegal barriers are defined as social problems related to meeting life’s
most basic needs that could be addressed by existing public policy, law, regulation, and
programming and thus are potentially remedied through legal advocacy/action.11-13 These
barriers have a legal dimension to the extent that a remedy exists at law, a patient has sought
resources or assistance from an agency/authority and has been denied that support, or the
patient is neither aware that they have legal rights nor how to exercise them effectively.1
This range of poorly understood barriers to accessing and engaging with cancer services
creates documented delays in care and is increasingly scrutinized as a source of poor
survival for many vulnerable populations.15-24

Patient navigation in the cancer care setting refers to individualized assistance offered to
patients, families, and caregivers to help overcome health care barriers and facilitate timely
access to quality care through all phases of the cancer experience.25-30 There is a body

of scientific evidence that patient navigation may improve delays in cancer care across

the continuum of care, from screening to diagnosis, treatment, and survivorship, with a
recognized paucity of data during breast cancer treatment.31-33 Data from the National
Patient Navigation Research Program indicated that patients who had sociolegal barriers
were less likely to have timely resolution of diagnostic care compared with those who

had other barriers, even when accounting for the presence of multiple barriers.34 This

was a stronger predictor of delay in treatment than insurance status or race/ethnicity.

These findings are supported by other studies reporting that outcomes are limited by
housing, insurance, and financial needs.3>-38 Yet no navigation studies to date have
systematically targeted sociolegal needs. To address patient-reported sociolegal barriers, we
designed Project SUPPORT?3? (Sociolegal Services for Underserved Populations Through
Patient Navigation to Optimize Resources During Treatment; ClinicalTrials.gov identifier
NCT02232074), a comparative-effectiveness study.

METHODS

We used community-engaged research methods to conduct a comparative-effectiveness,
randomized controlled trial of racially/ethnically diverse, low-income patients with cancer
at the largest safety-net medical center in New England from February 2013 through
August 2017. Project SUPPORT compared standard-of-care navigation versus an enhanced
navigation intervention supported by legal advocacy on clinical and patient-reported
outcomes (PROs). The Boston University Medical Center Institutional Review Board
approved this study.
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Study Setting and Patients

Patients with cancer who were seeking care at Boston Medical Center were eligible if they
had a newly diagnosed breast cancer or nonsmall cell lung cancer during the study period
and spoke English, Spanish, or Haitian Creole. Exclusion criteria included: 1) >30 days
elapsed since the cancer diagnosis, 2) a history of cancer in the past 5 years, or 3) cognitive
impairment, such as dementia or delirium. On the basis of feedback from both our Patient
Advisory Group and our Scientific Advisory Board, the presence of a sociolegal concern
was intentionally not included as an eligibility criteria for 2 main reasons: 1) eliminating
pre-enrollment screening would reduce burden on patients with cancer who chose not to
participate in the study, and 2) including all patients would allow us to include those

who might develop a sociolegal concern during the course of their treatment, regardless of
baseline status.

Recruitment and Randomization

We identified eligible patients from: 1) weekly tumor board meetings, 2) pathology reports,
and 3) oncology schedules. Eligible patients were invited to participate at an office visit by
a research assistant fluent in English, Spanish, and Haitian Creole. Those who declined were
offered standard-of-care navigation services outside of the study. Enrolled participants were
randomly assigned to a study group at the time of informed consent, when the respective
navigator met with the patient to initiate navigation services. Navigators were randomly
assigned to serve as standard or enhanced navigators for the duration of the study and
underwent project-specific training, including procedures for randomization and assignment
to navigation as well as duration and documentation of navigation services. We targeted

a total enrollment sample of 260 patients with breast and lung cancer to address our
objectives. With 130 patients randomized to each of the 2 study groups, we had >80%
power to detect an advantage to navigation enhanced by a medical-legal partnership if the
enhanced intervention raised the percentage receiving timely initiation of care from 70% to
86% (testing at the 2-tailed .05 level).

Comparators: Standard Navigation Versus Enhanced Navigation

Standard-of-care navigation—Standard-of-care patient navigation is defined by several
key activities that the literature suggests are necessary for effective navigation26:40: 1)

case identification, 2) barrier identification, 3) care plans to address identified barriers,

and 4) long-term tracking. This protocol was informed by prior participation in clinical
navigation trials*041 and was established for >10 years at the study site. Nonclinical or lay
navigators perform these activities after a cancer diagnosis with oversight from a supervisor
(who provides support around the patients’ recommended treatment plans) and an oncology
social worker (who provides onsite clinical counseling support). Through locally designed
protocols, navigators complete online navigation certification? along with a 3-month,
onsite, mentored training program before they act independently as part of the cancer care
team. Navigators work directly with oncology providers to identify newly diagnosed patients
who are most at risk for delays in care, identify their individual barriers to care, and use
local resources to address them throughout their cancer treatment. At a minimum, they are
expected to have at least 2 encounters with the patient during their cancer treatment.
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Enhanced navigation with legal advocacy—Standard-of-care navigation was
enhanced through partnership with Medical-Legal Partnership | Boston (MLPB) legal
advocates. Enhanced navigation services were administered by a navigator who completed
additional MLPB training focused on problem-solving in 3 sociolegal domains (housing
instability, employment insecurity, and disability benefits). Didactic trainings included an
overview of legal-rights fundamentals, which were reinforced in ongoing booster trainings
and through one-on-one educational consultation with the lawyer during standing meetings
and as needed by email, telephone, and in person. Legal support services for enhanced
participants included 3 activities:

1. Comprehensive sociolegal needs assessment: An assessment tool designed by the
MLPB team aided the navigator in capturing detailed patient information regarding
perceived legal barriers across 3 domains (housing and utilities, employment, and disability
benefits). Through participant interviews, these assessments were administered in person or
on the phone and took approximately 30 minutes. These assessments were performed upon
enrollment and at 3 months and 6 months after the start of treatment.

2. Longitudinal interdisciplinary care planning by the navigator in consultation with
a lawyer: The navigator and legal advocate met regularly to review sociolegal needs
assessments to determine whether each patient’s perceived barriers had legal aspects that
were amenable to MLPB support. Together, they systematically determined the participant’s
level of legal need (LLN),39 ranging from no legal barrier to simple, intermediate, or
complex legal needs. The LLN determination guided navigation care plans, which were
co-created with the lawyer at weekly standing team meetings and as needed to address
time-sensitive developments.

3. Referral to direct legal support: A small subset of cases required direct legal
assistance because of the acuity and/or complexity of the patients’ needs. In those cases,
the lawyer facilitated safe hand-offs to free legal assistance curated by MLPB.

Data Collection and Sources

Clinical outcomes—The Clinical Data Warehouse is a comprehensive database that
consolidates data from multiple hospital systems, allowing for the automatic capture of
sociodemographic and clinical variables. Data elements for complex cancer treatment
variables not suited for automated reporting were manually abstracted from the electronic
medical record. A clinical adjudication team reviewed and confirmed key clinical data
elements. Clinical outcomes included the following:

Timely initiation of cancer treatment (yes/no) was defined based on whether treatment was
initiated within 90 days of diagnosis (96%).4! Timely care was calculated as the number of
days from diagnosis (fime 0) to treatment initiation (#me ). The date chosen for the time 1
variable depended on the recommended care plan for each patient (ie, initiation of surgery,
chemotherapy, radiation, or hormonal therapy) as derived from the chart abstraction and
based on patient presentation, including but not limited to stage at diagnosis and comorbid
medical conditions.
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Quality of cancer care was assessed using 3 measures of quality cancer treatment for
participants with breast cancer, as defined by the National Quality Forum (NQF)43: 1)
(NQF-endorsed measure 219) radiation therapy is administered within 1 year of diagnosis
for women younger than 70 years who are undergoing breast-conserving surgery for breast
cancer, 2) (NQF-endorsed measure 0559) combination chemotherapy is recommended or
administered within 4 months of diagnosis for women younger than 70 years with either
American Joint Committee on Cancer T1cNOMO or stage 1B through stage 111 hormone
receptor-negative breast cancer, and 3) (NQF-endorsed measure 0220) tamoxifen or a third-
generation aromatase inhibitor is recommended or administered within 1 year (365 days) of
diagnosis for women with either American Joint Committee on Cancer T1cNOMO or stage
IB through stage 111 hormone receptor-positive breast cancer.

PROs were captured using research assistant-administered survey instruments collected at
the time of enrollment (baseline) and at 3 and 6 months in the language preferred by the
participant. Participants had the option of completing surveys in person or over the phone.
PROs included the following:

1. The Distress Thermometer** is a validated measure of global distress. This
single-item instrument uses a value for individuals to rate distress levels during
the past week, ranging from 0 (none) to 10 (extreme distress).

2. A modified version of the Cancer Needs Distress Inventory (CaNDI)*® survey
captures perceived barriers in the past 2 weeks with 38 items across 7 domains
(anxiety, depression, emotional, social, health care, practical, and physical) on a
scale from 1 (not a problem) to 5 (very severe problem).4®

3. A 25-item sociolegal survey!! identified participant perceived barriers across
5 I-HELP categories (income support, housing/utilities, education/employment,
legal status/immigration, and personal/family safety).46 Navigators were blinded
to these survey results at each time point. (Note that, for enhanced navigation
participants only, we also captured the ££A.39 ranging from no legal barrier to
simple, intermediate or complex legal needs. As part of the enhanced navigation,
the LLN form included detailed information on the level and type of legal needs
as determined by the legal advocate in collaboration with the navigator.)

4. The Patient Satisfaction With Interpersonal Relationship With Navigator Survey
is a 9-item measure that produces a composite score to assess satisfaction
with aspects of navigation care.#’ By using a 5-point Likert scale to assess
satisfaction, this survey instrument was administered only at the 6-month follow-
up interview.

Statistical Analyses—The analytic cohort included only those participants who reported
perceived sociolegal barriers on their baseline survey (72% of those enrolled, n = 220;

113 enhanced navigation participants and 107 standard navigation participants). Because
of the limited sample size of participants with lung cancer (n = 19), the breast and lung
cohorts were analyzed separately. Demographic variables were summarized for the total
study cohort and by treatment group using univariate statistics.

Cancer. Author manuscript; available in PMC 2023 July 01.
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Our clinical analysis used simple and multiple logistic regression models to compare the
proportion of patients who received timely initiation of treatment and quality treatment
across study groups. The simple logistic regression models focused only on the association
between treatment group and the dichotomous outcome, and the multivariable models were
further adjusted for age, race/ethnicity, insurance status, health literacy, and stage of disease.
For the 3 quality-of-care metrics, we first identified the subset of participants eligible for
each respective quality standard and then conducted simple logistic regression models to
compare the proportion of patients who received quality care across the study groups.

For PROs, simple linear regression models and multivariable linear regression models tested
whether there was an association between the navigation groups with each PRO at the
primary end point (6 months). Simple linear regression models were adjusted by baseline
PRO values, and multivariate models also included patient’s age, race, insurance, and health
literacy.

Figure 1 displays the details of our recruitment, enroliment, and analytic sample numbers.
In total, 894 patients with cancer were assessed for study eligibility and, ultimately, 393
patients were deemed eligible. The most common reasons for ineligibility included: history
of cancer within the past 5 years (n = 148), had received initial cancer treatment (n = 136),
and date of diagnosis >30 days (n = 119). Among these 393 eligible patients, in total,

306 volunteered to participate in Project SUPPORT, were consented, and were randomly
allocated to 1 of the 2 treatment groups, resulting in an overall response rate of 78%. Figure
1 also shows that, in follow-up, 16 participants withdrew consent during the course of the
study, so their data were not included in the final analytic cohort, which included only those
who reported perceived sociolegal barriers on their baseline survey (72% of those enrolled: n
= 220 for clinical outcomes, including 113 in the enhanced navigation group and 107 in the
standard navigation group; and n = 216 for PROs, including 112 in the enhanced navigation
group and 104 in the standard navigation group).

Table 1 shows that the mean age of study participants was 55.1 years, most were female,
three-quarters were non-White, one-third identified a language other than English as their
preferred spoken language, three-quarters had only a public form of health insurance, and
the majority had marginal or inadequate health literacy, as measured by the Brief Health
Literacy Screen.*8 The median number of perceived sociolegal barriers reported at baseline
was 2.0. Eighty percent of participants had either stage 0, I, or 1l cancer at diagnosis. No
differences in any of these participant characteristics were observed between the navigation
groups.

Table 2 displays the distribution of initiation of cancer treatment at 30, 60, and 90 days for
both participants with breast cancer and those with lung cancer. Because timely care was
defined as the initiation of care within 90 days, 96% of all participants with breast cancer
achieved timely care regardless of study group. Among the participants with lung cancer,

14 (74%) achieved timely care, and 88% of enhanced navigation participants achieved
timely care compared with 63% of standard navigation participants. In adjusted analyses for

Cancer. Author manuscript; available in PMC 2023 July 01.
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participants with breast cancer (Table 3), the odds of receiving timely care were actually
lower for enhanced navigation participants compared with standard navigation participants,
but this finding was not statistically significant (odds ratio, 0.88; 95% Cl, 0.17-4.52). There
were too few patients with lung cancer to conduct a multivariate logistic regression model
(n = 19). The unadjusted odds ratio for lung patients was 4.0 with a very wide confidence
interval (95% ClI, 0.35-45.4).

Table 4 displays the unadjusted odd ratios of receiving quality treatment by subgroup
(radiation, chemotherapy, hormone therapy). No differences were observed between the
navigation groups.

Table 5 displays univariate results for the PROs. At baseline, the median distress score

for all participants was 6.0 (range, 3.00-8.50), it was unchanged at 3 months (6.0; range,
4.00-8.00), and it decreased to 5.00 (range, 2.00-7.00) at 6 months. Overall, participants
with breast cancer reported higher distress than participants with lung cancer. Scores went
down at 6 months for both groups. Psychosocial needs were measured using the CaNDI
survey across each of the 7 domains (anxiety, depression, emotional, social, health care,
practical, and physical) on a scale from 1 (not a problem) to 5 (very severe problem), with an
overall score consisting of the averaged score. A high overall score represents higher needs.
Because the results did not differ across domains, only the total modified CaNDI scores are
presented. At baseline, the median total modified CaNDI score for all participants was 1.70
(range, 1.40-2.20) and, at 6 months, it was 1.50 (range, 1.20-2.00). Overall, participants with
breast cancer reported slightly higher needs than those with lung cancer at both time points.
The median score for satisfaction with navigator at 6 months was 44.0 (range, 36.0-45.0),
and no differences were observed between participants who had breast cancer and those
who had lung cancer. The multivariable linear regression models (data not shown) did not
find any statistically significant associations between treatment group or any of the PROs at
6 months (Pvalues ranged from .14 to .96). These results were consistent for both breast
cancer and lung cancer.

Perceived sociolegal barriers reported by treatment group at baseline and at 6 months are
displayed in Figure 2. Perceived housing and employment barriers were most common.
Compared with participants who had lung cancer, those who had breast cancer reported
more perceived barriers across each domain. For each type of concern, there was a decrease
in reported perceived barriers at 6 months, with the exception of perceived disability
barriers for participants with breast cancer and housing for those with lung cancer. Among
enhanced navigation participants, we found that 75% had a confirmed legal need based

on the LLN assessment (Table 6). Most legal needs (59.6%) were considered level 1 (eg,
imparting a discreet piece of legal information, such as eligibility to apply for a benefit like
unemployment insurance and a next step to do so effectively), 27.7% were considered level
2 (eg, developing a verification letter to aid in effectively asserting medical or caregiver
leave rights or Americans with Disability Act reasonable accommodation rights), and

only 7.4% were considered level 3, requiring legal representation (eg, eviction defense
representation in housing court). Five percent of participants had a legal need outside the
scope of study’s capacity during the study period (eg, estate planning, criminal legal system
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involvement, immigration, and family law). The most common legal needs were related to
housing, followed by income supports, and then employment.

DISCUSSION

This is the first known study to explore the impact of partnering hospital-based patient
navigators with legal advocates from a local medical-legal partnership program to target
sociolegal barriers among patients with cancer. We found that, compared with standard-of-
care navigation, navigation enhanced by legal support did not result in more timely care
or improvement in patients’ reported distress, psychosocial needs, or satisfaction with
navigation services over a 6-month period. Rather, we found that all participants had

high rates of timely care and similar distress, needs, and satisfaction. Overall, we found
fewer acute sociolegal needs than anticipated. Although 75% of patients in the enhanced
navigation group had at least 1 sociolegal barrier identified, few required legal advocacy
beyond what standard navigation could offer.

This comparative-effectiveness study adds needed scientific evidence to support oncology
navigation services within our health care delivery system during cancer treatment. In
November 2017, the National Cancer Policy Forum of the National Academies of Sciences,
Engineering, and Medicine convened a workshop entitled E£stablishing Effective Navigation
Programs in Oncology,*® which highlighted the many models of community-based and
hospital-based oncology navigation that exist to address the complexity of care delivery
across the continuum of cancer care. A major conclusion from that workshop was a call for
more scientific evidence in the cancer treatment phase as well as studies that measure PROs,
like Project SUPPORT, to make the case for hospital administrators and policy makers to
prioritize resource allocation for these vital oncology services. Our study design did not
include a no-navigationarm, so it is impossible to conclude that standard-of-care navigation
affected timely care, yet these findings among a population with historic documentation of
delays in care is encouraging.®0:51

The null findings we observed make sense upon analysis of the data: our a priori study
design assumptions—Ilow rates of timely treatment and high rates of acute sociolegal
barriers—were not observed in our participants. More specifically, we observed that 96% of
all participants with breast cancer achieved timely care (defined as the initiation of treatment
within 90 days of cancer diagnosis); this is higher than preliminary data from our prior
study, which suggested that roughly 70% of navigated patients received timely initiation of
care.>2 The navigation literature uses various definitions of timely cancer treatment, ranging
from 30, to 60, to 90 days from diagnosis, and reports rates ranging from 55% to 78% in

the absence of navigation among similar patients from under-resourced populations.>3-57 In
terms of the prevalence of sociolegal barriers to care, we observed the expected amount of
reported sociolegal concerns (75%) based on our prior study in this population.l! Yet the
LLN data demonstrated that the acuity and severity of these needs were lower than expected,
reducing the potential impact of the legal advocacy provided in the enhanced navigation arm
of the study.

Cancer. Author manuscript; available in PMC 2023 July 01.
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There are several factors that may explain why we observed these outcomes. First is

the potential for temporal trends in standard-of-care navigation that have evolved since
study inception to contribute to the high rates of timely care observed.>8:>% Most notably,
under the 2015 Commission on Cancer Standard 3.1. Patient Navigation, cancer program
facilities (including Boston Medical Center) are required to demonstrate that they have a
navigation process in place that aims to remove barriers to cancer care. In addition, as
health care delivery systems in our country have evolved toward greater accountability

and value over volume and have focused on care coordination, evidence for better cancer
outcomes and quality is starting to accrue.% Similarly, there is increasing recognition of
the importance of identifying health-related social needs as a modifiable barrier to quality
care.®1 Safety-net health care delivery systems are increasingly focusing resources on
identifying and addressing social barriers to care, such that more health care teams are being
trained to identify, document, and address social barriers. For example, Change Healthcare
(https://www.changehealthcare.com/) was introduced to our study site as a new resource
for navigators during the study period. This made direct and in-person assistance with
disability benefits advocacy universally available to our study participants through standard
navigation.

Second, our study design slightly altered conventional standard-of-care navigation and
introduced the potential for contamination of standard navigation participants. The Project
SUPPORT study protocol required patients to be randomly allocated as close to their date
of diagnosis as possible. Therefore, enrolled participants were approached by the research
team much sooner after their diagnosis than usual-care navigation, which relies on referral
from an oncology provider and, more often than not, only afferan identified delay in care.
Consequently, study protocols resulted in both navigation groups being assigned a navigator
much earlier than usual care, which likely influenced timely care. In addition, the navigators
worked together, often in the same space, attended the same meetings, and had the same
supervisor. Although the enhanced navigators had special training and one-on-one support
with MLPB’s lawyer, there was no way to completely isolate exposure to the expertise and
resources available to the standard-of-care navigators.

Third, our randomized controlled trial study design required voluntary recruitment of
eligible patients at the time of their cancer diagnosis. This scientifically sound approach
may have compromised our ability to include those patients with cancer who were most at
risk for delays in care and thus in need of navigation services. For example, 119 patients (81
with breast cancer and 31 with lung cancer) were deemed ineligible for Project SUPPORT
because it had been >30 days since their cancer diagnosis (given that our main outcome was
timely care); and, although we had a high response rate, those who declined to participate

(n = 87) may well have been at risk for delays in care and most likely to benefit. Compared
with patients who enrolled in Project SUPPORT, those who were ineligible and declined

to participate were slightly older, >20% identified their race/ethnicity as other, and >20%
had a primary spoken language other than English, Spanish, or Haitian Creole. Additional
analyses of these hospital data for both the ineligible and declined patients indicated that this
group had a timely treatment rate of only 85% (data not published), which was much lower
than that observed in the Project SUPPORT participants. These findings strongly suggest
the need for multisite, pragmatic study designs to ensure that patients at the highest risk for
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care delays are included in navigation studies that seek to define best practices in real-life
settings.

Our finding that >75% of patients seeking care at an urban safety-net hospital reported 1

or more perceived sociolegal barriers at the time of a new cancer diagnosis is an important
message for our health care delivery systems seeking to provide value-based care. Notably,
the most pressing perceived barriers are those with the least available resources to address
them, namely, housing instability. It is important to note that, despite these high levels of
concern, the detailed screening conducted among the enhanced navigation participants to
assess LLN found that 25% of those perceived barriers did not constitute a sociolegal barrier
to care; and, when present, the majority of sociolegal barriers to care were level 1 (basic
legal issue), requiring only a single interaction between legal advocates and navigators, legal
information that was then transmitted to the participant with no additional follow-up. This
suggests that well trained navigators may be able to support most patients’ needs.

Research demonstrating the effects of integrating legal support into patient care—
exemplified by the medical-legal partnership approach—is only beginning to emerge,52-66
but much more needs to be known regarding the size of effects.912:67.68 Some of the
medical-legal partnership evidence base documents improvements in self-reported health,
including feeling more empowered after receiving medical-legal partnership services, having
reduced stress,57 and an improvement in one’s general health.® A retrospective study of
patients in palliative care found that 297 referrals made to a medical-legal partnership
program from 2004 through 2007 addressed patients’ legal needs, from reinstating Food
Stamp benefits to executing last wills and testaments.89 A pilot study of a medical-legal
partnership targeting pediatric patients found that the proportion of families who accessed
food and income support significantly increased, whereas the proportion of families

who avoided medical care because of perceived cost and insurance barriers significantly
decreased.® In a pilot study of 20 patients with cancer who received legal services, 75%
said that the legal services reduced stress, 45% reported a positive impact on their financial
situation, 30% said that the services helped them maintain their treatment regimen, and 25%
said that the legal services helped them keep medical appointments.’? Our study contributes
to this knowledge by documenting the types and acuity of legal needs among those who
received the enhanced legal advocacy navigation. Although most (75%) had a sociolegal
barrier to care, few (7.4%) had a barrier to which a navigator could not respond effectively
with some legal-rights training and continuous, consultative access to a public-interest
lawyer.

Project SUPPORT had several limitations worth considering. As mentioned above, we
acknowledge the high rates of timely treatment among participants, which compromised
our power to detect a difference in study groups. The lack of data on patient comorbidity
and navigation dose or number of encounters limits our ability to explain our findings. In
addition, this was a single-site study in 1 urban safety-net hospital, so the findings may
not be generalizable to other settings, particularly given the genesis of the medical-legal
partnership approach at the study site and the study site’s leading-edge role in social care
nationally. Our methods also precluded us from measuring the effect of the intervention on
patient caregivers/family, an area in need of further study. However, lessons learned from
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this comparative-effectiveness study are relevant to any health system considering patient
navigation for their oncology patients. Also as mentioned above, our study design had the
potential for introducing contamination into the standard navigation group, although we
incorporated several implementation approaches to minimize this risk. Finally, we did not
reach our enrollment projections for patients with lung cancer. Therefore, pooled analyses
were not possible, and power to detect differences in our categorical clinical outcome was
compromised.

Conclusions

In conclusion, with ongoing support from multiple partners, Project SUPPORT enrolled a
representative sample of an urban safety-net cancer population into a patient navigation
program that systematically documented sociolegal barriers. Although we did not
demonstrate an intervention effect, we did document the presence of perceived sociolegal
barriers throughout the enhanced navigation group’s cancer care. Whereas the high rates

of timely initiation of cancer treatment demonstrated in this vulnerable population are
reassuring from a cancer disparities perspective, the continued presence of sociolegal
barriers should be a clear message to the United States health care system that we must
remain diligent in our pursuit of effective strategies to meet these needs and advance health
equity. Although the National Center for Medical-Legal Partnership reports that hundreds of
such programs are now established across 46 states, there is much more to explore and learn
about how structured approaches to legal support can operate in high-impact ways in the
cancer care context.
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Figure 1.

This is a Consolidated Standards of Reporting Trials (CONSORT) diagram of total sample
recruitment and enrollment for the Project SUPPORT comparative-effectiveness study
(ClinicalTrials.gov identifier NCT02232074). CO indicates clinical outcome; PRO, patient-
reported outcome.
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Figure 2.

The percentages of patients who had perceived sociolegal barriers at baseline and at 6
months are illustrated by cancer type.
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TABLE 3.
Timely Treatment—Receipt of First Cancer Treatment Within 90 Days of Diagnosis: Logistic Regression, n =
220°

Type of Cancer OR (95% CI)

Breast cancer, n = 194

Navigation group 1.02 (0.25-4.21)

Navigation group, adjustedb 0.88 (0.17-4.52)
Lung cancer, n = 19

Navigation group 4.00 (0.35-45.4)

Abbreviations: Cl, confidence interval; OR, odds ratio.
a . ) . i . .
The primary outcome was first treatment for cancer occurring within 90 days of diagnosis.

b . . . .
The analysis was adjusted for race, age, insurance status, stage, and health literacy.
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TABLE 4.
Receipt of Quality Breast Cancer Care: Unadjusted Odds

Subgroup OR (95% CL)a P

Radiation therapy within 365 d, N =123  0.85(0.28-2.79) .79
Hormone therapy within 365 d, N = 67 0.45(0.13-1.43) .17
Chemotherapy within 120 d, N = 18 0.78 (0.10-6.32) .81

Abbreviations: CL, confidence limits; OR, odd ratio.

aThe OR was for treatment on the intervention arm versus the control arm.
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