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Background: Patient Navigation Program (PNP) assists patients to reduce delays in diagnosis and treatment. A study was conducted
on how PNP in Rio de Janeiro, Brazil, could promote adherence to the "Law of 60 Days", which states that all patients with cancer
within the public system should start treatment within 60 days after diagnosis of cancer.

Materials and Methods: From August 2017 to May 2018, 105 patients aged 33-80 years (mean 59 years) were recruited for Patient
Navigator. Follow-up was by phone, email, or text message. PNP implemented at Rio Imagem was designed to: 1) collect important
data on specific barriers, and 2) ensure that at least 70% of the patients recruited with breast cancer initiate treatment within the
mandatory 60-days period.

Results: Patients presented with stage 0 (4%), I-11A (38%), [IB-11IB (48%) and IV (5%). These included barriers to compliance with
the law: fear and fatalistic thoughts (99%), financial burden (79%), uncoordinated health care (76%), attitudes towards providers
(75%), duplicity of pre-treatment exams (52%), patient-provider communication (52%), transport (42%), scheduling (24%), and
queues for surgical treatment (12%). PNP had 100% patient satisfaction and in 52% of the cases it helped the patients to start treat-
ment within the period established by law.

Conclusion: PNP in Rio did not reach the success rate a 70% to comply with the law, as intended (it reached 52%). However, the bar-
riers that PN did not manage to overcome the lack of human resources and medical supplies, were informed to the health authorities
and to the hospital managers.
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Introduction the United Kingdom, France, and Australia, there was a decline in

mortality in the past two decades, while in Latin America (LA), an

By 2025, estimates suggest that 50% of the new cancer cases

increase in mortality related to cancer was seen in the same pe-

and 60% of cancer-related deaths may occur in developing coun-

riod. In general, the survival rates in LA countries are for all cancers

tries [1]. In countries such as the United States of America (USA),
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on average, 30% below that of European countries or the USA [2].
Among cancer cases, breast cancer is a major public health prob-
lem worldwide. In 2016, it was the second most prevalent cancer,
with about 2 million new cases and approximately 626,000 deaths

worldwide [3].

In Brazil, breast cancer is the most common type of cancer and
the leading cause of cancer-related death among women. In 2015,
15,403 cancer-related deaths were registered in the country, and
59,700 new cases were estimated for 2018 [4,5]. Many patients
faced delays in diagnosis and treatment due to barriers to access-
ing cancer treatment in the country subsequently leading to higher
mortality rates. In LA countries long delays often lead to progres-
sion of cancer and clinical upstaging. In the USA, 60% of the cases
of breast cancer are diagnosed in the early stage of the disease,

while in Brazil this is true for only 20% of those diagnosed [6].

In 2012, the Brazilian government recognized delays in diagno-
sis and treatment as an issue and decreed Law No. 12.732/12 of
the Ministry of Health, or the “Law of 60 Days”. This law establishes
that patients who use the public health system should be treated
for any type of cancer within 60 days after diagnosis [7]. However,
even years after the law’s implementation, a considerable number
of patients still do not receive treatment in a timely manner and
innovative solutions are necessary to guarantee that the law be
properly implemented. Data collected in 239 hospitals throughout
Brazil showed that almost 40% of the patients with breast cancer
were not able to begin treatment within the 60 day period [8]. Data
from the Ministry of Health show that in Rio de Janeiro the prob-
lem is even more prominent, with more than 90% of women not

starting treatment within the mandatory 60 day deadline [9].

In this context, patient navigation program (PNP) can make a
significant difference. Patient navigation is “a coordinated process
of individualized assistance offered to patients to overcome bar-
riers to accessing quality care and treatment in a timely manner”.
PNP has been successful among the poor population in the USA,
but its global implementation has proven to be limited [10]. PNP
has the potential to reduce the barriers of the health system and

support the respect to the “Law of 60 Days” in Brazil [11].

In this pilot study, PNP implemented in Rio de Janeiro was de-
signed to: 1) collect important data on specific barriers of women

with breast cancer in Rio de Janeiro, and 2) to ensure that at least
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70% of the patients recruited with breast cancer initiate treatment
within 60 days of histopathological diagnosis.

Material and Methods
Study site

Patients were recruited to receive PNP intervention at the State
Center for Diagnosis and Imaging, known as Rio Imagem, in Rio de
Janeiro City. At this Diagnostic Center, approximately 4,000 mam-
mograms and 120 breast biopsies are performed each month by
women from 92 municipalities of the state of Rio de Janeiro and us-
ers of the Unified Health System (SUS). The results of the biopsies
performed at Rio Imagem are delivered directly to patients within
30 days. However, there is no supervision to determine whether
the patient with a positive result for malignancy (40% of the biop-
sies) has been properly referred for treatment. PN was introduced
in this setting to refer patients to the appropriate center for initia-
tion of treatment using the existing network of treatment centers.
Our study was approved by the Institutional Review Board (IRB) of

the Brazilian National Cancer Institute.

Patient navigator

A social worker experienced in breast cancer patients and
trained to be a patient navigator (PN) was responsible for guiding
the patient through the health system. PN was aware of the func-
tioning of the State System of Regulation (SER) of Rio de Janeiro,
which determines to which hospital the patient will be referred to
begin treatment. Responsibilities of PN included: to help patients
fill out insurance documents; to guide patients toward timely
treatment; to identify local resources and support, children aid re-
sources, etc.; to help patients attend appointments at Rio Imagem;
to remind patients about future appointments; to facilitate commu-
nication between patients and healthcare providers; to certify that
the information provided to the patient is clearly understood and
help to answer any question regarding follow-up; and to explain
the end of the PN to the patient.

Consecutive patients seen at Rio Imagem over a 10-month pe-
riod who fulfilled inclusion criteria were invited to participate. Af-
ter signing appropriate informed consent, information on the exis-
tence of perceived barriers to access to health was obtained from
the main questionnaire and the psychosocial interview. Data were
collected on dates and references to clinical information, PN work-
flow, patient satisfaction, and more detailed information about the

patient’s disease and difficulties.
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PN contacted the patient at least once a week by phone, email,
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Sociodemographic characteristics All patients
or text message. PN ended for a patient once she began her first data (N=105)
breast cancer treatment course. A patient was considered “lost to Median age, years (range) 59 (33-80)
follow-up” in the study after the PN had tried to make 3 calls, had <50 24 (23%)
sent a written letter, and had made 3 additional calls (1 call per

=250 81 (77%)
week after the letter had been sent).

Time to get to Rio Imagem
Population of patients <1 hour 43 (41%)

The inclusion criteria for the study were female patients over Between 1 hour and <2 hours 40 (38%)
18 years old and users of the SUS. The exclusion criteria were: 2 hours and <6 hours 21 (20%)
unable to provide necessary personal documents; patients with 6 hours and <12 hours 1(1%)

private health insurance; patients that only need supportive care
(survival prognosis of less than 6 months); terminally ill patients

due to another disease (survival prognosis of less than 6 months);

Means of transport

Public

96 (91,4%)

. ) 0,
unsheltered people; history of sexual abuse or alcoholism; patients Patient's own 9 (8,6%)
that suffer major psychotic disorders or uncontrolled psychiatric Education Level
disorders; mentally impaired patients; imprisoned patients. Elementary school 68 (65%)
Middle school 28 (27%)
Sample size and statistical analysis High school 9 (8%)
This study aimed to enroll at least 100 patients in the PNP. The Marital status
sample was calculated based on at least 70% of the patients with )
o ] ) Married 41 (39%)
breast cancer beginning treatment in the period of 60 days. A past
i 0,
study on Rio de Janeiro® showed that only 30% of the women with Single 28 (27%)
breast cancer begin treatment within 60 days. Therefore, the hope Widow 20 (19%)
was to improve this number by 40%, to achieve a success crite- Separated / divorced 16 (15%)
rion of 70% or more. Finding a difference of 40% required that Number of children
100 patients are needed to achieve a statistical power of 80% and none 10 (9,5%)
a significance level of 0.05. Up to 3 children 83 (79%)
For descriptive analysis, quantitative variables are presented as 4 to 6 children 10 (9,5%)
mean and standard deviation, while the qualitative variables are 7 to 10 children 2 (2%)
presented by their absolute and relative frequencies. Number of people living with the patient
None 14 (13%)
Results
Up to 3 people 64 (61%)
A total of 105 patients signed consent and were enrolled be-
) ) From 4 to 6 people 24 (23%)
tween August 2017 and May 2018. Eight patients were excluded
From 7 to 9 people 3 (3%)

because of lost to follow-up. There were two deaths related to
breast cancer in our study. Median age was 59 years (range 33-
80). All patients were female, lived in urban areas and spoke only

Portuguese. Main sociodemographic and clinical characteristics

The cost of the people at the residence
dependants on the patient’s income

Yes

29 (27,6%)

data of the patients are shown in (Table 1 and Table 2). No 76 (72,4)
One hundred percent of the patients were satisfied with their Total household income

PN work. This measurement was obtained through the patient sat- <1 minimum wage * 41 (39%)

isfaction questionnaire to assess the patient’s experience through- From 1 to 2 minimum wages 15 (14%)

out the navigation process and their satisfaction with the NP rela- > 2 minimum wages 49 (47%)

tionship and services.

Has own cell phone

Yes 100 (95%)
Fifty two percent of cases it helped to start treatment within the
deadline established by the law. No patients with stage 0 and only No > (5%)
13% with stage I-1IA started the treatment within 60 days; mean Has a computer
time from diagnosis to treatment was 110 days (range 9-287). Yes 48 (50%)
Thirty-eight percent of patients with stage IIB-IV complied with No 52 (50%)

the law, mean time 31 days (range 1-58). Figure 1 shows the pro-
portion of patients (n = 97) treated according to the time to start

treatment and staging.

Table 1: Main sociodemographic characteristics data of the pa-

tients (N=105)

*minimum wage (< $251 USD/month)12.
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Clinical Characteristics Data All Patients (N 105)
Mean time between mammography 67 (2-371) * -
and biopsy, days (range) *
30
Mean time between biopsy and first 30 (1-73) .
time referral hospital, days (range) 20 & Treatment started < 60 days
Mean time between histopathologi- 79 (1-287) 15 | = Treatment siarted > 60 doys
cal report and start treatment, days 10 -
(range) 5
Clinical Staging ° Stage 0 Stage I-IIA Stage 11B-1V No data
in situ 4 (4%)
I 13 (12%) Figure 1: Proportion of patients according to the time to start
A 27 (26%) treatment and staging (%).
0
1B 9 (8,5%)
1A 10 (9,5%)
I11B 31 (30%)
IV 5 (5%) Fmramfa::;ﬁ;allbur:en Rel ?
no data 6 (5%) meémiﬂﬁﬁ *
Histological type Tﬂfﬁ?&'ﬁ:ﬁi‘m‘nﬁﬁ -
Transport 42
IDC 96 (91%)  Schedul 2
Queues for surgical treatment  — 12|
ICL 5 (5%) Difficulty to communicate the;;::r;espg:...::
Absent of the immunohistochemistry panel m 4
DCIS 4 (4%) Cognitive problems m 3
Comorbidities 1 2
HiStOIOgical grade 0 10 20 30 40 50 0 70 80 90 100
I 13 (12,5%)
. 63 (60%) Figure 1: Proportion of patients reporting each barrier (%).
0
I11 20 (19%)
not applicable 9 (8,5%)
- - - Discussion
Biological profile
Luminal A 28 (27%) Approaches focused on specific populations and with integral
Luminal B . information allow the decision makers to understand the needs of
umina 39 (37%) each group and plan specific actions to improve the quality of the
group p p p q y
iti 0,
HERZ positive 6 (6%) services provided [13].
Triple negative 14 (13%)
no date 18 (17%) The use of the PN facilitates the appropriate and efficient use of
Related deaths 2 (2%) services. It is a program that is considered an indicator of quality
in several health services in the USA, Canada, and Europe. PN is a
Table 2: Main clinical characteristics data of the patients link between the patient and the system, the health professionals,
(N=105). and providers, which brings equity to the vulnerable population

[11,14-15].
All patients reported at least one barrier, (ranging from 2 to 12

barriers). Figure 2 shows the main barriers to comply with the law.
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PNs are trained health care providers who facilitate the process
within the health system, helping patients to overcome institu-
tional, socioeconomic, and personal barriers to cancer care access.
They provide services such as scheduling diagnostic and follow-
up appointments. Additionally, PNs coordinate the communication
between patients and health care providers. PNs help patients re-
ceive medical care in a timely manner and reduce the delays in care

and decrease lost to follow-up rates [11].

Although Brazil has made improvements regarding breast
cancer prevention and control, the country continues to face high
breast cancer incidence, late-stage diagnosis, and high mortality
rates. In Brazil, breast malignancies are highly incident and are the
main cause of cancer-related deaths among women. Barriers to ac-
cessing healthcare lead to delays in the diagnosis and treatment
and ultimately lead to advanced stage disease presentation and
high mortality [14].

In this study, all patients were satisfied with PN work and per-
formance. The patients felt safe with the guidance of PN about the
next steps in the health system. All patient doubts were addressed,
offering a positive experience in SUS. One patient stated, “I feel like
I'm in a first-world country with this service.” This last statement
reminds us that this project started in the USA to provide care to
patients that had difficulty in reaching the breast cancer care and
reached an extraordinary result of elevating the survival rate from
31% to 70% in the 1990s. This accomplishment has led PN to be

recognized by the American Government since 2005 [6].

Educational, emotional and cultural barriers can be very well
addressed by the PN [15]. PN has helped break down these bar-
riers by explaining the health system, educating patients about
diagnosis and medical procedures, highlighting the importance of
attending appointments and examinations, providing more details
about treating the disease, consulting with psychological support

groups and informing patient that she is not alone in this process.

Regarding health system barriers, PN was fundamental in some
cases, such as avoiding duplication of pretreatment tests or mak-
ing direct contact with Family Health Centers to guide their inser-
tion in the SER. Without this step, the patient cannot be treated
at the referral hospital. PN instructed the patients to perform the

tests necessary to reach the full staging referral centers. This is ex-

46
tremely important for optimizing time and resources [15]. When
surgical treatment was suggested, the role of PN was affected by
the lack of human resources to perform preoperative clinical evalu-

ations and surgical procedures.

In fact, patients with an initial clinical stage had difficulty ob-
taining surgical treatment. No patient with an in situ stage and only
13% with stage I-11A started the treatment in 60 days. Data from
the Ministry of Health [9], from 2013 to 2017, corroborate the find-
ings of this study. In Rio de Janeiro, patients diagnosed in a health
diagnosis center and in an initial stage comply with the law in 5.8%
(mean of 164 days), while advanced patients comply it in 15.6%
(mean of 129 days). The rate of compliance with the law in Brazil
is, on average, 36% at initial stage (mean of 135 days) and 49% at

an advanced stage (mean of 113 days).

According to a report on the National Policy on Cancer Care [16],
reference units in Rio de Janeiro account for only 29% of the surgi-
cal demand. This suggests to the managers of the Ministry of Health
the expansion of the offer of services, either by means of own in-
vestments or by the contracting of supplementary services, until
the complete solution of the existent deficiencies, especially, in re-

lation to the offer of oncological surgeries.

In this study, the most common barriers were fear and finan-
cial burden, which are also reported by Latinos with cancer in the
US [17]. Knowing the barriers to health care allowed PN to focus
on solutions to these barriers. PN educated patients about medi-
cal diagnoses and procedures and provided more details about the
treatment of the disease, reducing the barriers to the initiation of
treatment. This shows the importance of PN in the Brazilian con-
text, which presents a population prone to low adherence to rec-
ommendations for early detection by socioeconomic and cultural
factors[18].

PNP has shown us that navigation is an innovative solution to a
complex problem in Brazil [14]. PNP is designed to eliminate barri-
ers and bureaucracies with special attention to the patient and not
the disease itself. The reallocation of the budget focused on the use
of scarce resources can result in prevention and early treatment of
breast cancer. In the Brazilian context, the PNP can represent an
opportunity to have a great potential of integration in the federal,

state and, municipal health systems[11].
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The main limitation of our study is the lack of a control arm.
However, PN was responsible for the compliance of the “Law of
60 Days” in 52% of the cases. Currently, data from the Ministry of
Health show that only 10% of patients who were diagnosed in a
health diagnosis center in Rio de Janeiro are in compliance with
this law [9]. The study showed the feasibility of PN within a health
system fragmented in a LA and with possibilities of new studies

comparing PN with the standard care.

Conclusion

PNP in Rio did not reach the success rate a 70% to comply with
the law, as intended (it reached 52%). However, the barriers that
PN did not manage to overcome such as the lack of human resourc-
es and medical supplies, were informed to the health authorities

and to the hospital managers.
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