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ABSTRACT

Objectives: Prostate cancer is the most common and fatal cancer amongst Brazilian
males. The quality of prostate cancer care in Brazil was systematically reviewed and
compared to United Kingdom (UK) National Institute for Health and Care Excellence
(NICE) guidelines, which are considered an international benchmark in care, to deter-
mine any treatment gaps in Brazilian practice.

Materials and Methods: A systematic review of Brazilian and UK literature was under-
taken. Additionally, quality of life scores was measured using a FACT-P questionnaire
of 36 prostate cancer patients attending the Farmacia Universitaria da Universidade
de Sdo Paulo (FARMUSP). These scores were compared against NICE care measures
for patient safety, clinical efficacy and quality of life indicators determined by either
quantitative or qualitative methods.

Key findings: The quality of prostate cancer care in Brazil was considered good when
compared to NICE guidelines. However, FACT-P data strongly indicated a poor under-
standing of treatment received by Brazilian patients and that their mental health needs
were not being met.

Conclusions: NICE quality statements that address the holistic needs of patients should
be implemented into Brazilian outpatient care plans. Addressing the non-medical con-
cerns of patients may improve quality of life and can be easily rolled-out through ex-
isting Brazilian pharmacy services at no financial cost to the Brazilian Unified Health
System (SUS).
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pean urology guidelines which considers quality of

life, but does not include outpatient pharmacy pro-

Survival rates amongst prostate cancer pa-
tients receiving treatment from the public healthca-
re system in Brazil (Unified Health System-SUS) are
poor (1). Currently, treatment is based on the Euro-
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vision. Prostate cancer is the second most prevalent
cancer in men worldwide, accounting for over one
million diagnoses in 2012, equivalent to 1 in 7 of
all new cancers diagnosed. In Brazil, there were
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approximately 75.000 new cases in 2017, more
than any other cancer (2). The rise in prevalen-
ce is thought to be due to increase in life expec-
tancy and improved diagnostic screening services
in Brazil. Approximately 1.8% of men aged 40-60
have prostate cancer with the incidence increasing
dramatically to over 14% for men aged 60-80 (3).
The incidence of prostate cancer is different between
ethnicities. Brazil’'s latest census in 2010 suggested
over 80 million people was of Black African origin,
approximately 42% of the population at the time, a
6% rise from 2000 (4). Black men are almost twi-
ce as likely to be diagnosed with prostate cancer in
their lifetime, with higher pre-clinical disease and
malignancy rates compared to Brazilian Caucasians
(5, 6). Brazil has followed a global trend and impro-
ved quality of prostate cancer treatment in parallel
with the country’s socioeconomic development (7,
8). Current treatment options include surgery, che-
motherapy, androgen deprivation therapy and ra-
diotherapy (including brachytherapy). Each of these
treatments can have adverse effects such as a decre-
ase in libido, erectile dysfunction and osteoporosis
which can have a psychological impact on patients
causing them to experience anxiety and depression
during treatment (9, 10).

In the United Kingdom, healthcare is ben-
chmarked against guidelines issued and frequently
reviewed by the National Institute of Clinical Ex-
cellence (NICE) (11). Three NICE measures of care
are patient safety, clinical effectiveness and qua-
lity of life. Quality of life is measured subjectively
and can be further broken down into patient sa-
tisfaction, health and happiness. NICE guidelines
are based on evidence collected through stringent
testing and developed by independent healthcare
experts. The guidelines are important as a bench-
mark as they aim to ensure all patients receive the
best possible care, whilst remaining cost-effective.
NICE compare interventions against quality adjus-
ted life years (QALY) and interventions exceeding
£20000/QALY are not considered cost-effective.

Farmacia Universitaria da USP (FARMUSP)
(University Pharmacy of Sao Paulo State Univer-
sity) is an education and public outreach activity
run by the Department of Pharmacy, Faculty of
Pharmaceutical Sciences, University of Sdo Paulo.
Part of the outreach activities includes a study of

436

prostate cancer patients aged 60+ with the objec-
tive to improve care in line with objectives outli-
ned by the Brazilian Unified Health system (SUS)
to incorporate outpatient pharmacy intervention
following cancer treatment. In this study, patients
attend monthly consultations with pharmacists
at FARMUSP to monitor their overall well-being.
The pharmacists promote healthy lifestyles throu-
gh interventions and provide patients with infor-
mation about their on-going treatment (12, 13).
Herein we systematically review the literature on
prostate cancer care in Brazil and in the United
Kingdom, as well as incorporating data collected
by FARMUSP that measures quality of life, patient
safety and clinical effectiveness. We aim to iden-
tify whether elements of NICE guidance can be
used to improve the management of prostate can-
cer patients post-treatment, in the Brazilian public
healthcare system.

MATERIALS AND METHODS

Study design

A PRISMA checklist and flow diagram
were followed to ensure the quality of the literature
search was equivalent to other systematic reviews
(14). Searches were made using the PICO search
strategy protocol, which helped define the search
question (15). In addition to the systematic review,
data collected by the pharmacists at FARMUSP
on male prostate cancer patients was additionally
analysed. These data were collected from October
2014-present, in the form of monthly or annual
questionnaires, where patients were treated with
either cyproterone acetate, goserelin or both.

Framework of the question

The PICO elements were modified accor-
ding to the nature of the question, which is ba-
sed on therapy/treatment (15). Table-1 shows the
breakdown of the altered PICO framework used to
search in this study.

Study criteria

There were no limits of patient ethnicity,
age, drug treatment or other medical conditions.
Only articles published after 2012 were used to
maintain relevance to the most current standards



IBJU | QUALITY INDICATORS FOR PROSTATE CANCER CARE

Table 1 - PICO framework of study inclusion.

Question type Patient Problem Intervention

Comparison Outcome measures

Pharmaceutical care-
i.e. if pharmaceutical
management has
improved quality of
life in Brazil

Prostate cancer
patients in Brazil

Therapy

Care standards in
Brazil and the UK

Improvements in:

Clinical outcomes — guideline efficacy
Quality of life - questionnaires (FACT-P,
HADS), structured interviews
Patient safety - adherence, mortality rate

of care. Published articles, which were not in En-
glish, were excluded due to a lack of translation
facilities. The preferred study designs were higher
up the hierarchy of evidence. The criteria for stu-
dies are shown in Table-2.

Overview of the search strategy

The keywords and concepts for the search
were developed from the PICO framework. When
searching the EMBASE database, MeSH (Medical
Subject Headings) terms were used to focus the
search. The MeSH terms used, based on NICE gui-
dance measure of care were: prostate cancer/pa-
tient safety/clinical effect/quality of life/mortality.
A complete search in the Ovid Embase database is
shown in Table-3. Additionally, this strategy was
used to search the Cochrane library, Medline and
PubMed databases with varying limits according
to availability. The bibliographies of relevant ar-
ticles were also searched, as well as the following
journals: Journal of Research in Pharmacy Practi-
ce; European Journal of Hospital Pharmacy; Phar-
maceutical Journal; British Medical Journal; Eu-
ropean Journal of Urology and the International
Brazilian Journal of Urology.

Table 2 - Inclusion and exclusion criteria of study.

Step-by-step electronic search used on Ovid
Embase

Selection of studies

All searches were completed and all ar-
ticles were imported into Endnote and duplicate
articles were removed. The titles of articles were
read and evaluated for relevance, followed by abs-
tracts. Potential articles were then read in full and
were measured against the inclusion and exclu-
sion criteria to determine eligibility.

Data collection process

Data was extracted from studies that met
the inclusion criteria through a customised ex-
traction form in Microsoft Excel. The variables of
the form were:

e Study title/design

e Origin country of study

e Gender/Age/Number of participants in
study
Duration of study
Measure of adherence/patient safety? OR
Measure related to quality of life? OR
Measure of clinical outcomes?
Tools of measure i.e. questionnaires

Question component

Inclusion criteria

Exclusion criteria

Population

Interventions

Male prostate cancer patients/ professionals in Brazil
and UK who have/ manage prostate cancer

The quality of pharmaceutical care in Brazil and the UK

Other patients, health care
professionals or countries

Lack of pharmaceutical care measure

with NIGE guidance

Outcomes

Clinical, patient safety - adherence, quality of life —

Unrelated outcomes

health, happiness, satisfaction

Study design

Randomised control trials, cohort studies, systematic

Other study designs

reviews, clinical guidelines
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Table 3 — Ovid Embase database search terms.

Patient/ Population

exp prostate cancer/

exp United Kingdom/

exp Brazil/

male patient.tw

exp Unified Health System/
exp National Health service/
or/1-6

NSO R w =

Interventions/Comparisons
8. exp NICE guidance/

10. quality of car*.tw
11. exp quality standard/
12. exp patient-centre?d/
13. therapeutic plan™.tw
14. exp multidisciplin*/
15. pharm* follow-up.tw
16. (care adj2 compar*).tw
17. exp communicat™/
18. exp service/

19. exp equip*/

20. exp fund*/

21, or/8-20

Outcomes

22. exp questionnaire/

23. exp quality of life/

24. exp survey/

25. exp clinical guidelines/
26. exp systematic reviews/
27. exp qualitative studies/
28. exp cohort studies/
29. (mortality adj2 rat*).tw
30. medication* adher™.tw
31. exp patient safety/

32. exp clinical effect™/
33. patient satisf*.tw

34. 01/22-33

35. and/7,21,34

9.  (pharmacist adj2 (interven* or manag™)).tw

Key

commands for Ovid Embase:

(*) = Truncation e.g compar® will search compare,
comparing, comparison.

(?) = Wildcard to eliminate spelling discrepancies
between UK and USA English e.g patient-centre?d
searches patient-centred and patient-centered

(.tw) = textword search in titles and abstracts

(adj) = adjacent search, allowing seach terms to
appear next to each other e.g. pharmacist adj2
interven* would allow two words between them in a
text

(/) = Medical subject heading (MeSH) search

(exp) = explodes search showing multiple specific
search terms alongside MeSH search
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e Decision of inclusion based on form
completion-with a justification
e Assessment of bias risk and quality

Studies that met the inclusion crite-
ria were allocated a quality assessment ranking
and examined for potential bias based on ques-
tions from the critical appraisal skills program-
me (CASP) (16). CASP lists help assess validity,
clinical importance and relevance of studies to
reduce bias through a series of closed questions.
CASP was appropriate in this study as multiple
lists were available according to different study
designs. The questions for systematic reviews as-
sessed: focus of question; importance of study;
precision of results and whether the results could
be applied to the local population. For qualitative
studies: clear aims; appropriate methods; recruit-
ment strategy; ethical considerations; rigorous
data analysis and value of research were assessed.
Cohort studies were assessed by: appropriate po-
pulation; subjective/objective measures to reduce
bias; appropriate measure of outcome; considera-
tion of confounding variables; appropriate length
of study and precision of results. The generated
scoring system used for assessment of quality ba-
sed on CASP, to enable comparison, is shown in
Table-4. The mean score for each study was cal-
culated and an overall quality ranking was deter-
mined as shown in Table-5.

Summary measures

Studies were individually reported and
summarised with measures of quality of life,
clinical effectiveness and patient safety. Where
appropriate, the differences between the three
measures were reported.

Quality of life measure for FARMUSP
recruited patients Each patient completed the

Table 4 - The scoring system for individual questions in the
CASP list.

Answer to closed question Score allocated

Yes 3
Can’t tell 2
No 1
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Table 5 — Overall quality ranking allocation of each study
based on mean CASP score list.

Mean CASP list score Quality assessment ranking

<14 Low
1.5-2.4 Medium
=25 High

FACT-P (version 4) questionnaire (www.facit.org/
LiteratureRetrieve.aspx?ID=42292) which assessed
quality of life through a series of closed questions.
The questionnaire was made available in Portu-
guese to eliminate bias (17). This questionnaire
was completed before drug treatment and an-
nually thereafter. A score was calculated as the
sum of the following subscale scores within the
questionnaire: Physical well-being (PWB-7 ite-
ms) + Functional well-being (FBW-7 items) +
Emotional well-being (EWB-5 items) + Social
well-being (SWB-7 items) + Prostate cancer
subscale (PCS-12 items). Answers ranged from
‘not at all’ (score of 0) to ‘very much’ (score of
5). Higher scores indicate a higher quality of life,
with scoring being reversed on negative-based
questions. Only questionnaires with a minimum
of 80% response rate were considered appropria-
te (18). The median FACT-P scores, along with
median of the various subscales, were recorded
for patients before drug treatment at FARMUSP,
one year after and two years after to measure
whether quality of life had changed.

RESULTS

Study selection

The PRISMA flow diagram shown in Figu-
re-1 gives the results of the literature search. Some
766 articles were identified through database and
online journal searches. Of these 723/766 (94%)
of the articles were excluded after title screening,
including 55 duplicated records. The remainder
of the excluded articles wither had no relevance
to prostate cancer, were published pre-2012, were
studies outside of Brazil or the United Kingdom,
or did not meet the correct study design. Of the 43
abstracts that were read, 27 articles were further
excluded due to a lack of clear pharmaceutical
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Figure 1 - PRISMA flow diagram showing the results of the literature search.

Records identified through
database searching

Additional records identified through
other sources (i.e. journals)

] [Identification ]

(n=759)

(n=7)

[Included ] [Eligibility] [Screening

|

Titles Screened

(n=766)

l

Duplicates articles and records
excluded: (n=723)

- Duplicates (n=7)

- Study not on Brazilian or English
prostate cancer patients (n=201)
- Published pre 2012 (n=333)

- Case series, editorials (n=182)

Abstracts screened

(n=43)

=

l

Excluded due to lack of
pharmaceutical care measures

(n=27)

Full-text articles
assessed for eligibility

(n=16)

-

l

Full-text articles excluded due to
lack of relevance after completing
data extraction form

(n=9)

Studies included in
qualitative synthesis

(n=7)

care measures and outcome relevance. After full
text searches, 7 articles were selected for qualita-
tive synthesis, after completion of the data extrac-
tion form to assess relevance.

Study characteristics

Seven articles complied with the complete
inclusion criteria. The main concepts and findings
are summarised in Table-6. Studies were publi-
shed between 2012 and 2017 and all studies were
conducted in either the Brazil or the United King-
dom. Various study designs were used including
a retrospective cohort study (1/7), cross-sectional
studies (3/7), a clinical consensus study or ques-
tionnaire (2/7) and a literature review (1/7). The
studies measured quality of care through different
measures. Braga (1) used data on 16.280 prostate
cancer patients from the Brazilian Base Oncology
database to evaluate risk of death 5 years after
diagnosis as a measure of patient safety. Sasse et
al. (19), interviewed an 18-man panel of prostate

cancer specialists to evaluate their views on clinical
effectiveness of the Brazilian prostate cancer gui-
delines. Nardi (20), used information on patients
from 1082 physicians from the Brazilian Urolo-
gy Society to evaluate the differences in clinical
effectiveness between public and private health
care systems in Brazil. Paterson (21), interviewed
31 prostate cancer patients with = T3 staging in the
United Kingdom and measured physical, psycho-
logical and social quality of life, to provide infor-
mation to improve patient-centred care. Paterson
(21), measured quality of life through literature
review of NICE prostate cancer guidance, to ensu-
re information on diagnosis and management was
made clear for healthcare providers. Watts et al.
(23), used cross-sectional questionnaires to assess
quality of life via measurements of clinical anxie-
ty or depression in 313 prostate cancer patients
under active surveillance in the UK. Payne (24),
questioned 61 oncologists working in the United
Kingdom public health system to evaluate their
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Table 6 — Summary of selected studies measuring prostate cancer care in Brazil and the UK.

Study design and
author

Population/
Information studied

Type of care quality
measured

Method of measurement

Core outcomes

Braga (1)
Retrospective cohort
study

Brazil study

Sasse et al. (19)
Clinical consensus

Brazil study

Nardi (20)
Cross-sectional web
based survey

Brazil study

16280 prostate cancer
patients (staged I-1V)
treated in the Brazilian
Unified Health system
between 2000-2006

18-man panel of
professionals in the
field of prostate cancer
from Brazil. Made
up of oncologists,
urologists and radio-
oncologists

1082 physicians from
Brazilian Urology
Society providing

data on their prostate

cancer patients

The mortality rate of
prostate cancer patients

Clinical effectiveness of
treatment via the Brazilian
prostate cancer guidelines

Clinical effectiveness
of different treatments,
comparing public and

private health care
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Patient information from
Base Onco was used to
predict overall survival

after 5 years through
application of the Kaplan-

Meier method. Prostate
cancer specific survival

was predicted by applying
Fine and

Gray’s competitive risks

model

An adapted model of
the St. Gallen Advanced
prostate cancer consensus
conference was used to
generate 40 questions on
epidemiology, treatment of
local prostate cancer and
screening. The specialists
had 2 months to analyse.
Each question was based
on current guidelines,
needed 2/3 of the panel
vote for consensus to
potentially change

Questionnaire emailed
to urologists regarding
information on clinical,
pathological features
(Gleason score) of
prostate cancer as well as
socioeconomic factors.
TNM staging was also
measured. Clinical data
was analysed descriptively
whilst the chi-square test
compared the amount of
variation between groups

- Approximately 25%(
n=3160) of patients died
due to prostate cancer*

-Probability of overall

survival = 0.5*
- Probability of specific
survival = 0.7*
*= (after a minimum of 5
years)

- Increased mortality due to
late diagnosis, poor cancer
treatment and declining
medical conditions

- Consensus on keeping
serum testosterone below
50 ng/dL for castration
- Consensus 71%(n
=13) agreed intermittent
hormonal blockage is
appropriated in specific
patients
- Consensus 100% (n=18)
that rise in PSA whilst on
androgenic suppression
defines castration
resistance
- Many areas showed no
clear consensus, indicates
weak evidence available

- Median PSA value = 10

ng/mL

- Most frequent Gleason

score was 5-6 52%

patients (n=531)

- In public system a
prostatectomy was most
common initial care 47%

patients (n=485)

- Higher median PSA in
public system than private (
10 vs 6.8 ng/mL; P<0.001)

- More patients in private
system with no health
insurance had to move

for treatment than when

treated publically ( 73%

n=126 vs 69% n=705 ;

P<0.0001)



Paterson (21)

Mixed methods study
Cross sectional
studies
Semi-structured
interviews

UK study

Paterson (22)
Literature review

UK study

Wiatts et al. (23)
Cross-sectional
questionnaire survey

UK study

Payne (24)
Semi-structured
questionnaires

UK study
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31 men with = T3
stage prostate cancer
from the UK

NICE guidelines
on prostate cancer
treatment

313 men diagnosed
with prostate cancer
who were managed
by active surveillance
across urology
departments from
the UK

61 oncologists from
the NHS

Quality of life measure
through physical,
emotional sexual well
being

Quality of life measure
through ensuring guidance
is clear on how prostate
cancer is diagnosed,
progresses, managed and
provides information for
patient education

Quality of life measure,
through prevalence of
clinically meaningful
anxiety/depression after
prostate cancer diagnosis

Evaluating clinical effect
of treatment via NICE
guidance pre- 2014

The supportive care needs
survey was completed
by patients to measure
physical living, health,

physiological needs
and patient care. The
self-efficacy scale was
completed to measure
their self-management.

The European organisation

for research and treatment
of cancer quality of life
of prostate cancer was

completed to assess quality
of life. Questionnaires were
analysed using SPSS.

Literature review conducted
across electronic
databases, searching
quantitative and qualitative
studies. UK and European
guidelines also reviewed.
Guidelines and article
information on diagnosis,
management were
narratively assessed

Selected patients
completed a hospital
anxiety and depression
scale questionnaire
(HADS). Patients with
a score of 8 or more
were considered to have
depression/anxiety.
Social and demographic
information was also
obtained via questionnaire,
with only data with
a P<0.05 considered
significant

72 question survey
completed initially (2008).
Followed by a 2nd focused
questionnaire (2010) with

22 questions assessing
adherence to clinical
guidelines and whether
practice had changed after
2 years

- Reduced level of self-
efficacy was reported in
comparison with literature
- 42% (n=13) reported
lack of supportive care
and empathy in relation
to information of cancer
spread
-33% (n=10) reported
increased fatigue
- 30% (n=9) reported felt
results were out of their
control
-30% (n=9)felt they
were not given adequate
information
- Men reported a lack of
overall understanding of
their treatment

- Multidisciplinary team
important to provide
consistent high quality
treatment
- The use of patient
reported outcomes
(PROMS) are essential
to overcome unmet
supportive care needs
- A holistic needs
assessment (HNA) helps
tailor and improve care for
individual

- Depression scale showed
13% (n=39) of patients had
a score of =8 = clinical
depression
- Anxiety scale showed
23% (n=73) had a score of
=8 = clinical anxiety
- Only one demographic,
Southampton, showed
statistically significant
probability (P<0.0005) of
increased depression in
men

- 60% of participants felt
NICE guidance would
improve prostate cancer care
- 30% of participants felt
NICE guidance would
degrade treatment
- 61% of participants felt
NICE guidance required
updating
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opinions on the clinical effectiveness of the NICE
guidance for prostate cancer treatment.

Effects of interventions on clinical effectiveness

Sasse et al. (19), aimed to gain consensus
of various clinical guidelines through a 2/3 vote
of an 18-man specialist panel. A review of the li-
terature concluded that 67% (n=12) believed addi-
tional treatment was unnecessary in undetectable
metastasis from imaging due to a lack of evidence.
The majority of the literature, 88% (n=16) consi-
dered the first line use of abiraterone/enzalutami-
de. Nardi (20), showed surgery was recommended
most frequently as a first line treatment in the
Brazilian public system (47% n = 485), followed
by radiotherapy with/without hormone ablation
(27% n = 278) and orchiectomy (20% n = 208).
Patients receiving treatment from the public he-
althcare system had a greater median PSA (10 vs.
6.8ng/mL; P < 0.001) with a higher probability of
being diagnosed with metastatic disease (10% n =
103 versus 4% n = 35; P < 0.001) than patients tre-
ated privately. Payne (24), found that 60% (n = 37)
of British oncologists in 2008 felt NICE guidance
would improve patient care. There was split, with
49% (n = 30) voting against active surveillance as
first line treatment for low risk localised prostate
cancer. Only 56% (n = 34) believed follow-up ap-
pointments for men with a stable prostate-specific
antigen (PSA) for = 2 years were essential. Results
from 2010 show a rise in favour of active sur-
veillance with 80% (n = 62) agreement. There was
a slight increase in favour of primary care follow-
-up to 59% (n = 450). These findings reiterate the
need for constant updating of NICE guidelines to
improve clinical outcomes.

Effects on interventions on quality of life

Sasse et al. (19), showed a vote for the
introduction of intermittent hormonal blocka-
ge (71% n = 13) for asymptomatic patients with
confirmed metastasis in Brazil. This was based
on studies that permanent hormone suppression
may lead to increased side effects and a decreased
quality of life (25). Nardi (20), showed treatment
in the Brazilian public health system resulted in
almost 69% (n = 705) of patients having to leave
their home city for treatment on a regular basis.
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Paterson (21), showed 84% (n = 26) of men with
prostate cancer in the UK were fatigued, 57% (n
= 17) exhibited insomnia and, almost 50% (n =
15) were dissatisfied with their sex life. Of the 8
participants who completed in depth interviews:
(1/8) complained of lack of sympathy when infor-
med about his cancer spreading, (2/8) emphasised
they required emotional support, (1/8) complained
of extreme back pain, (1/8) about mobility issues
due to urinary incontinence and (3/8) stated that
a better communication with their healthcare
team would help optimize care and improve life
quality. Paterson (22), through review of the li-
terature concluded multidisciplinary teams must
work together with patients in the UK to enhance
personalised care and follow evidence-based ap-
proaches to tailor treatment. The need for patient
reported outcomes (PROMS) was addressed to help
understand patients desired outcomes and provide
treatment accordingly. The use of a holistic nee-
ds assessment (HNA) was found to help specialists
provide treatment, taking all factors into account
including patient needs. Watts (23), found after
completion of Hospital anxiety and depression
score (HADS) in United Kingdom prostate cancer
patients that the mean HADS-depression score
was 3.3, with 13% (n = 39) of patients having a
score of = 8 = clinical depression. The mean HA-
DS-anxiety score was 4.8, with 23% (n = 73) of
patients having a score of = 8 = clinical anxiety.
From these results, a need for new strategies to
improve patient management and quality of life
was clearly identified in United Kingdom patients
receiving treatment for prostate cancer.

Effects of interventions on patient safety

Braga (1), found there was a mean time
of 5 months between diagnosis and outpatient
cancer treatment (SD of 6 months). On average,
patients were followed up for 51 months (SD of
26 months). Patient survival rate was 0.5 after 5
years. This decreased with age and a higher cancer
staging with a 0.65 survival probability in stage I
compared to 0.35 probability in stage IV (after 5
years). Hospitalisation in the SUS system increa-
sed the risk of death by 67% after 5 years. Sasse
et al. (19), showed a vote against the indication of
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ciproterone acetate (79% n = 14), although widely
prescribed as a front-line treatment for prostate
cancer in Brazil, based on studies indicating a de-
crease in patient survival rate (26).

Quality and bias risk assessment

The critical appraisal skills program-
me (CASP) listed scores and quality assessment
rankings for all the studies recovered from the se-
arch and are given in Table-7, with a summary.
All studies had problems with methodology, for
example the studies of Paterson (21) and Watts
et al. (23), both contained mixed methods, whi-
ch meant that any complete comparison between
studies would not be possible.

FARMUSP patient quality of life results

Before treatment, 34 patients completed
the FACT-P questionnaire. Only 13 patients had
completed a questionnaire 2 years into their tre-
atment and these data are given in Table-8. The
number of patients at each stage of the assess-
ment decreased as patients joined the programme
after 2014, so only completed their initial ques-
tionnaires. Some patients died during treatment.
Mean FACT-P scores decreases from 122 (before
treatment) to 119 (2 years into treatment). Sco-
res corresponding to the responses to individual
questions consistently gave large and overlapping
standard deviations. From a quantitative pers-
pective these large standard deviations might su-
ggest little difference in the comparative scores,

Table 7 - Quality assessment of selected prostate cancer studies using CASP tools.

Study Mean CASP list score Quality summary Quality assessment
Braga (1) 2.5 16820 prostate cancer patients were analysed- a large sample. High

Cohort studies are higher on the hierarchy of evidence.

However, not enough factors were considered when estimating
risk of death.
Sasse et al. 1.4 Only 18 panellists. Voting was subjective and based on varying Low
(19) level of experience of the Prostate cancer specialists, which
was not stated.
Nardi (20) 2.4 Large sample size, with many factors considered and unbiased Medium
statistical analysis with use of chi-square test. However, some

data was measured subjectively with lack of evidence.
Paterson (21) 1.8 Small study with only 8 patients completing full interviews, Medium

however they were described in sufficient detail. Closed

question survey for 31 patients enabled in-depth quantitative
analysis.
Paterson (22) 2.4 Research question defined with clear results, which can be Medium
applied to the population. However, not all outcomes were
considered — lack of clinical evidence.
Watts et al. 1.6 Reasonably sized sample size of 313 patients, with good Medium
(23) statistical analysis of data. However, not enough factors
considered and demographic data lacked validity as only one
result met the specified significance value of P<0.05.

Payne (24) 1.3 There was no information on the background of the 61 Low

oncologists questioned, including their level of experience.
Answers were closed and there was no reasoning given for
answers. Only subjective measures were used.

CASP = critical appraisal skills programme; CASP score of <1.4 = low quality, 1.5-2.4 = medium quality, = 2.5 = high quality.
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Table 8 — The average (median) FACT-P scores of patients before and after treatment.

Median score before
treatment (n=34)

Median score 1 year into
treatment (n=23)

Median score 2 years into
treatment (n=13)

FACT - P 122 (19)
PWB 24 (4)
SWB 20 (4)
EWB 21 (4)
FWB 20 (5)
PCS 36 (6)

120 (21) 119 (21)
23 (4) 25 (4)
21 (4) 20 (5)
19 (4) 19 (4)
19 (5) 19 (6)
36 (8) 37 (6)

PWB = physical well-being; SWB = social well-being; EWB = emotional well-being; FWB = functional well-being; PCS = prostate cancer subscale; A = higher score

indicates a better quality of life; (19) indicates a standard deviation of 19.

but from a qualitative perspective indicated that
patients felt differently about their quality of life
during treatment.

DISCUSSION

This study systematically reviewed the li-
terature on the quality of care of patients during
and after treatment for prostate cancer in Brazil,
in comparison to patient experiences and NICE
guidance in the United Kingdom. In addition to
the systematic review, data were also collected by
the pharmacists at FARMUSP, an outreach phar-
macy service currently piloting a survey to me-
asure quality of life, patient safety and clinical
effectiveness in prostate cancer patients attending
the University of Sio Paulo Hospital. Inclusion of
data from this cohort of 36 patients was necessary
because of a paucity of quality of life and patient
safety adherence literature on Brazilian prostate
cancer patients. Quality of life and patient safety
adherence are two of the three elements of NICE
guidance that measure of care quality (the other
being clinical efficacy). These two elements are
examples of patient-centred care, which is con-
sidered the root of best practice when assessing
the overall quality of patient care (12, 13). Our
combined systematic review and patient cohort
data would suggest that current treatment plans
in Brazil fall short of NICE guidance with respect
to quality of life measures, especially mental heal-
th and treatment information provisions. Specifi-

cally addressing these patient needs may become
increasingly apparent if the prevalence of prostate
cancer continues to rise in Brazil.

The study process had many limitations
at review and outcome level. The search strate-
gy was comprehensive but only completed by one
person. This may have led to incorrect omission
of reports, as there was no verification when as-
sessing reports against exclusion and inclusion
criteria. Secondly, some case reports from Brazil
were not included, as these were not in English.
There was also a time constraint, which meant not
all relevant databases or articles could be sear-
ched during the project lifetime. At outcome level,
the studies were heterogeneous and due to the di-
fferences in care measure, it was not possible to
statistically combine the results between studies.
Only the data reported by Braga (1) had a high
quality assessment ranking, whilst the remainder
of the studies were ranked medium to low quality.
The lower quality ranking assigned to the studies
of Sasse et al. (19), Paterson (21) and Payne (24)
was probably due to the use of selective measures
of care and low sample numbers, which increa-
sed the risk of bias. The data reported by Watts
et al.(23) could not be adequately assessed, as the
outcome being measured was not clear. There was
minimal consideration of confounding variables
throughout all of the studies, which reduced the
objectivity of the results. The measure of quali-
ty using CASP was partially subjective and only
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based on a single opinion, which reduced the ac-
curacy of quality rankings. The data collected at
FARMUSP also had limitations. Quality of life data
were collected at the midpoint of a five-year trial;
therefore, it is difficult to project a measure of the
level of long-term care. The FACT-P questionnaire
measured overall quality of life, which may have
been affected by external factors not related to
prostate cancer.

Braga (1) identified that almost a quarter
of patients (n = 3160) died within 5 years of diag-
nosis when treated in the Brazilian public health-
care system. In contrast, 84% of prostate cancer
patients survived after 10 years following UK pu-
blic healthcare treatment (27). NICE measures care
through patient safety and implements measures
for prevention of premature death in prostate
cancer patients (28). A quality standard measure
used in NICE is to include evidence of local arran-
gements made to discuss treatment options with
an oncology specialist. This could be implemen-
ted into the Brazilian system to ensure patients
of all backgrounds have access to local care whi-
ch would improve patient safety. Sasse et al. (19),
generally suggests specialists are in agreement of
treatment options to maximise clinical effect and
improve patient safety, however identified a lack
of evidence. This identified a need for national tre-
atment guidelines in Brazil that parallel those of
NICE that are more inclusive of the patient when
making treatment decisions. In contrast, Payne
(24) identified that many oncologists in the UK did
not agree, or adhere with NICE guidance, as some
patients required more individualised treatment
specific to their cancer. This reiterates the need for
constant review and updating of guidelines as the
landscape of treatment options and patient expec-
tations change. Nardi (20), suggested that almost
half of the patients surveyed (n = 485) received
radical prostatectomy as first line treatment. Ho-
wever, studies in the United Kingdom have shown
active surveillance rather than surgery was just as
effective a treatment option when patient quality
of life and mortality were measured over 10 years
following diagnosis (29). Watts et al. (23), mea-
sured depression and anxiety in prostate cancer
patients in hospitals within the United Kingdom.
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Mental health was not addressed specifically in
any of the Brazilian studies, and implementation
of an anxiety/depression scale would, therefore,
greatly aid identifying patients that may need fur-
ther support to improve their quality of life.

Paterson 2017 (21) and Paterson 2015 (22),
identified that in the United Kingdom, when a ho-
listic needs assessment (HNA) was introduced into
a patient care plan, communication between pa-
tient and healthcare teams was greatly improved.
The HNA helps identify physical, practical, family
and emotional concerns. A protocol to measure
the unmet needs of prostate cancer patients was
completely lacking in the literature we systema-
tically reviewed from Brazilian studies. An HNA
protocol had also not been implemented at FAR-
MUSP and the effects of not considering the ho-
listic needs of the patient were reflected by the
FACT-P results, which showed a large variation in
quality of life with no clear improvements. Imple-
menting a HNA protocol under regularly reviews,
could allow patients to communicate specific pro-
blems, not just medical related problems restricted
to fixed questions from FACT-P. This can allow
the healthcare professional, for example a phar-
macist, to pinpoint potential problem areas which
could then be addressed by the treatment team,
thereby optimising care and improving quality of
life. A HNA can be implemented with little or no
financial expenditure, and the benefits of these in-
terventions can be directly measured by inclusion
into existing cost models of prostate cancer treat-
ment in Brazil (30).

CONCLUSIONS

This study has highlighted that current
prostate cancer care plans in Brazil are of a high
international standard, but important improve-
ments can made because existing care does not
consider the holistic needs of patient. Including
a HNA protocol into patient care plans is an in-
tervention that can be immediately implemented.
The use of an anxiety/depression scale is also an
intervention that can be rolled-out into the Bra-
zilian Unified Health System (SUS)with immediate
effect, to help establish if mental health is affec-
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ting prostate cancer patient quality of life. Both
interventions can be made with little or no fiscal
spend by the public healthcare system. A follow-
-up study, specifically measuring quality of life
indicators should now be considered, to determine
if these two simple interventions have a positive
impact on clinical practice in Brazil.

CONFLICT OF INTEREST
None declared.

REFERENCES

1. Braga SFM, Souza MC, Oliveira RR, Andrade EIG, Acurcio
FA, Cherchiglia ML. Patient survival and risk of death after
prostate cancer treatment in the Brazilian Unified Health
System. Rev Saude Publica. 2017;51:46.

2. Ferlay J, Soerjomataram |, Dikshit R, Eser S, Mathers C,
Rebelo M, et al. Cancer incidence and mortality worldwide:
sources, methods and major patterns in GLOBOCAN 2012.
Int J Cancer. 2015;136:E359-86.

3. Arcangeli S, Pinzi V, Arcangeli G. Epidemiology of
prostate cancer and treatment remarks. World J Radiol.
2012;4:241-6.

4. [No Authors] IBGE. 2010 Population Census. Available at.
<https://ww2.ibge.gov.br/english/estatistica/populacao/
cens02010/default.shtm>

5. Tsodikov A, Gulati R, de Carvalho TM, Heijnsdijk EAM,
Hunter-Merrill RA, Mariotto AB, et al. Is prostate cancer
different in black men? Answers from 3 natural history
models. Cancer. 2017;123:2312-9.

6. Romero FR, Romero AW, Almeida RM, Tambara Filho R. The
prevalence of prostate cancer in Brazil is higher in Black men
than in White men: systematic review and meta-analysis. Int
Braz J Urol. 2012;38:440-7.

7. Wong MG, Goggins WB, Wang HH, Fung FD, Leung C, Wong
SY, et al. Global Incidence and Mortality for Prostate Cancer:
Analysis of Temporal Patterns and Trends in 36 Countries.
Eur Urol. 2016;70:862-74.

8. Kuruma H, Egawa S. Words of Wisdom: re: international
variation in prostate cancer incidence and mortality rates.
Eur Urol. 2013;63:583-4.

9. Manne SL, Kissane DW, Nelson CJ, Mulhall JP, Winkel G,
Zaider T. Intimacy-enhancing psychological intervention for
men diagnosed with prostate cancer and their partners: a
pilot study. J Sex Med. 2011;8:1197-209.

447

10.

11.

12.

13.

14.

15.

16.

17.

19.

20.

21.

22.

Linder SK, Swank PR, Vernon SW, Morgan RO, Mullen PD,
Volk RJ. Is a prostate cancer screening anxiety measure
invariant across two different samples of age-appropriate
men? BMC Med Inform Decis Mak. 2012;12:52.

Gulland A. UK has best health system in developed world,
US analysis concludes. BMJ. 2017;358:j3442.

Lewin SA, Skea ZC, Entwistle V, Zwarenstein M, Dick J.
Interventions for providers to promote a patient-centred
approach in clinical consultations. Cochrane Database Syst
Rev. 2001;(4):CD003267.

Pulvirenti M, McMillan J, Lawn S. Empowerment, patient
centred care and self-management. Health Expect.
2014;17:303-10.

Moher D, Liberati A, Tetzlaff J, Altman DG; PRISMA Group.
Preferred reporting items for systematic reviews and meta-
analyses: the PRISMA Statement. Open Med. 2009;3:¢123-
30.

Schardt C, Adams MB, Owens T, Keitz S, Fontelo P. Utilization
of the PICO framework to improve searching PubMed for
clinical questions. BMC Med Inform Decis Mak. 2007;7:16.
[No Authors]. Critical Appraisal Skills Programme — CASP
<http://www.casp-uk.net/>

Webster K, Odom L, Peterman A, Lent L, Cella D: The
Functional Assessment of Chronic lliness Therapy (FACIT)
measurement system: Validation of version 4 of the core
questionnaire. Qual Life Res 1999; 8:604.

Webster K, Cella D, Yost K:The Functional Assessment of
Chronic Iliness Therapy (FACIT) Measurement System:
properties, applications and interpretation. Health Qual Life
Outcomes 2003; 1:79.

Sasse AD, Wiermann EG, Herchenhorn D, Bastos DA, Schutz
FA, Maluf FC, et al. First Brazilian Consensus of Advanced
Prostate Cancer: Recommendations for Clinical Practice. Int
Braz J Urol. 2017;43:407-15.

Nardi AC, Reis RB, Zequi Sde C, Nardozza A Jr. Comparison
of the epidemiologic features and patterns of initial care for
prostate cancer between public and private institutions: a
survey by the Brazilian Society of Urology. Int Braz J Urol.
2012;38:155-64.

Paterson G, Kata SG, Nandwani G, Das Chaudhury D, Nabi G.
Unmet Supportive Care Needs of Men With Locally Advanced
and Metastatic Prostate Cancer on Hormonal Treatment: A
Mixed Methods Study. Cancer Nurs. 2017;40:497-507.
Paterson C, Alashkham A, Windsor P, Nabi, G: Management
and treatment of men affected by metastatic prostate cancer:
evidence-based recommendations for practice. Int J Urol
Nurs 2015; 10;44-55.



23.

24.

25.

26.

IBJU | QUALITY INDICATORS FOR PROSTATE CANCER CARE

Watts S, Leydon G, Eyles C, Moore CM, Richardson A, Birch
B, et al. A quantitative analysis of the prevalence of clinical
depression and anxiety in patients with prostate cancer
undergoing active surveillance. BMJ Open. 2015;5:e006674.
Payne H, Clarke N, Huddart R, Parker G, Troup J, Graham
J. Nasty or Nice? Findings from a UK Survey to evaluate
the impact of the National Institute for Health and Clinical
Excellence (NICE) clinical guidelines on the management of
prostate cancer. Clin Oncol (R Coll Radiol). 2013;25:178-89.
Carneiro A, Sasse AD, Wagner AA, Peixoto G, Kataguiri
A, Neto AS, et al. Cardiovascular events associated with
androgen deprivation therapy in patients with prostate
cancer: a systematic review and meta-analysis. World J Urol.
2015;33:1281-9.

Maximum androgen blockade in advanced prostate cancer:
an overview of the randomised trials. Prostate Cancer
Trialists’ Collaborative Group. Lancet. 2000;355:1491-8.

27.

28.

29.

30.

448

[No authors]. Cancer Research UK. Prostate cancer
statistics. Available at. <http://www.cancerresearchuk.org/
health-professional/cancer-statistics/statistics-by-cancer-
type/prostate-cancer#heading-One>

[No Authors]. National Institute for Health and Care
Excellence. Prostate Cancer. Available at. <https://www.nice.
org.uk/guidance/conditions-and-diseases/cancer/prostate-
cancer>

Hamdy FC, Donovan JL, Lane JA, Mason M, Metcalfe C,
Holding P, et al. 10-Year Outcomes after Monitoring, Surgery,
or Radiotherapy for Localized Prostate Cancer. N Engl J Med.
2016;375:1415-24.

[No Authors]. The Economist. Intelligence Unit. Assessing
the burden of Prostate Cancer in Brazil. Availate at.
<https://perspectives.eiu.com/sites/default/files/images/
Assessing%20the%20burden%200f%20Prostate%20
Cancer%20in%20Brazil.pdf>

Correspondence address:

Paul F. Long, MD, PhD

School of Cancer & Pharmaceutical Sciences,
King’s College London, 150 Stamford Street,
London SE1 9NH, United Kingdom

Fax: +44 207 484-4842

E-mail: paul.long@kcl.ac.uk



