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Abstract

Objective: Does decision navigation (DN) increase prostate cancer patients’ confidence and certainty in
treatment decisions, while reducing regret associated with the decisions made?

Methods: Two hundred eighty-nine newly diagnosed prostate cancer patients were eligible. 123
consented and were randomised to usual care (n = 60) or navigation (n =63).

The intervention involved a ‘navigator’ guiding the patient in creating a personal question list for a
consultation and providing a CD and typed summary of the consultation to patients, the general
practitioner and physician.

The primary outcome was decisional self efficacy. Secondary outcomes included decisional conflict
(DCS) and decisional regret (RS). Measures of mood (Hospital Anxiety and Depression Scale) and
adjustment (Mental Adjustment to Cancer Scale) were included to detect potential adverse effects of
the intervention.

Results: ANOVA showed a main effect for the group (F =7.161, df 1, p = 0.009). Post hoc comparisons
showed significantly higher decisional self efficacy in the navigated patients post-consultation and
6 months later. Decisional conflict was lower for navigated patients initially (¢=2.005, df=105,
p=0.047), not at follow-up (#=1.969, df =109, p =0.052). Regret scores were significantly lower in the
navigation group compared to the controls 6 months later (= —2.130, df=100, p =0.036). There was

no impact of the intervention on mood or adjustment.
Conclusion: Compared to control patients, navigated patients were more confident in making
decisions about cancer treatment, were more certain they had made the right decision after the
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consultation and had less regret about their decision 6 months later. Decision navigation was feasible,
acceptable and effective for newly diagnosed prostate cancer patients in Scotland.
Copyright © 2012 John Wiley & Sons, Ltd.

Introduction

Recent healthcare policies in the UK [1,2] and the USA
[3,4] reflect the need for clinical consultations to move
towards shared approaches to decision making, recognis-
ing patients as experts of their own health and treatment
preferences. The recent Salzburg Global Statement for
Shared Decision Making (SDM) [5] calls for clinicians
and patients to work together to collaborate on decisions
surrounding the management of the patients’ condition.
This is especially important in prostate cancer consulta-
tions because of the preference-sensitive nature of the
clinical decision.

Newly diagnosed prostate cancer patients are often
faced with choosing between a range of treatments, each
with a similar 10-year prognosis [6] but with varied
impacts on the quality of life [7], psychological function-
ing [8] and physical outcomes [7,8]. Seventy-five percent
patients do not require further treatment within 5 years of
their first-line radical treatment procedure, and 90% of
patients will not die of prostate cancer within 10 years of
diagnosis [6]; the majority of patients therefore have many
years to live with consequences of their decision.

Copyright © 2012 John Wiley & Sons, Ltd.

The increase in survival has generated interest in the
impact of treatment on quality of life. A recent prospective
longitudinal study [7], which measured health-related quality
of life before treatment to 2-year follow-up, found significant
differences in treatment effects. Those who had a radical
prostatectomy were more likely to describe impairment in
sexual functioning and urinary continence, whereas sexual
difficulties were less severe for those patients who had had
three-dimensional conformal radiotherapy. Radiotherapy
treatment was associated with some impairment in bowel
functioning. The longer-term effects of brachytherapy were
related to a moderate degree of urinary irritation [7]. For
men to make informed decisions about different treatments
in their own context, it is of critical importance that they have
access to this health-related quality of life information

A key priority of the National Institute for Health
and Clinical Excellence guidelines for prostate cancer ([9],
p- 11) states that ‘healthcare professionals should support
men and their partners or carers in making treatment deci-
sions, taking into account the effects on quality of life as well
as survival’. This document also states that the National
Institute for Health and Clinical Excellence ‘supports the role
of healthcare professionals in providing care in partnership



with patients, taking account of their individual needs and
preferences and ensuring that patients can make informed
decisions about their care and treatment’ ([9], p. 93).

Shared decision making is essential for prostate cancer
patients [9]. The main premise of SDM is that such decisions
can be made effectively when patients and clinicians work in
partnership with one another [10] by each sharing their own
expertise with the purpose of reaching an agreed goal, which
encompasses the patient’s preferences, needs and wishes [11].

However, establishing this type of partnership is a skillful
process for both the patient and the doctor, and it can be dif-
ficult to achieve. Patients are often unsure of the questions to
ask their physician [12] and are concerned that, without
sufficient knowledge, they may make the wrong treatment
choice [13]. Majority of patients want to have their prefer-
ences taken into consideration during the decision-making
process. However, physicians typically cite lack of time,
not feeling confident about eliciting patients’ treatment
preferences [13] and uncertainty about how involved each
patient would want to be in their care. Enhancing patients’
decision self-efficacy (belief in their own decision-making
ability) [14] is of paramount importance to achieving such
a partnership by enabling patients to take some control over
treatment choices. When cancer patients are assisted with
decision support, they experience increased satisfaction
[15] and greater certainty in decisions taken [16]. However,
many of these aids focus on cancer screening tests rather
than facilitating treatment decisions and do not necessarily
generate shared decision making within consultations.

The decision navigation (DN) intervention (University of
California San Francisco, UCSF) [15,17] empowers cancer
patients to prepare for and participate in medical consulta-
tions and treatment decision making. Research has used
quasi-experimental designs [18]. Navigators assist patients
in creating a personalised consultation plan for key medical
consultations [http://www.decisionservices.ucsf.edu/question-
prompts/]. This clearly communicates to physicians the
patient’s unique preferences, questions and concerns about
the treatment, while also explicitly clarifying the patients’
preference for involvement in decision making. Patients are
provided with personalised information in the form of an audio
recording of the physician—patient discussion and a typed con-
sultation summary. The aim of DN is to facilitate the exchange
of information and the patient—physician partnership, enabling
patients to make informed decisions consistent with their
personal preferences.

This intervention combines two components that each
has a strong evidence base. Making a list of questions is
associated with asking more and broader-ranging questions
[19], whereas audio recordings and summaries are associ-
ated with improved information recall [20]. The combined
intervention also has been found effective in breast cancer
consultations in the USA [17].

The aim of this study was to evaluate the feasibility,
acceptability and efficacy of the DN intervention in
Scotland, where it was the first ever randomised controlled
trial (RCT) of DN and the first application of DN
dedicated to newly diagnosed prostate cancer patients.

The trial tested whether the intervention:

e Increased patients’ confidence in making decisions
about treatment.

Copyright © 2012 John Wiley & Sons, Ltd.
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* Increased patients’ certainty in decisions made dur-
ing consultations.
e TImpacted patients’ mood and adjustment.

Methods

The RCT protocol was approved by the National Health
Service Lothian and the National Health Service Lothian
ethics committee (Ref:08/F1102/45).

Sample

The inclusion criteria included patients who had just re-
ceived a diagnosis of localised or early stage primary
prostate cancer, those who had a decision to make regard-
ing cancer management and who were referred to a
specialist urology consultant. Exclusion criteria concerned
patients with any cognitive or sensory impairment, which
impeded participation in the trial, and those who had
already opted for active monitoring or to commence
hormone treatment at diagnosis.

Procedure

Newly diagnosed prostate cancer patients at the Western
General Hospital in Edinburgh, Scotland were invited to
participate in the study by their clinical nurse specialist
at the diagnostic clinic. A researcher was present in the
clinic to answer questions, provide a study information
sheet and to gain permission to subsequently contact
patients. Patients were telephoned by the researcher three
to five working days later to seek consent.

Consenting patients were randomised by computer. The
allocation sequence was concealed from the researcher
enrolling participants. Patient details were entered into the
web tool which allocated participants to one of two parallel
groups, to receive DN (intervention group) or usual care
(control group). Patients’ allocation was revealed after
consent and before baseline measures were completed.

Control group

Patients in the control group followed the usual care path-
way for prostate cancer patients, which involved meeting
with a specialist consultant to discuss treatment options
within a month of diagnosis. Patients either made a treat-
ment decision during the first specialist consultation with
their urologist or were referred to an oncologist to discuss
radiation treatment in further detail.

The decision navigation intervention

Intervention group patients met with their navigator by
telephone or in person prior to their specialist treatment
consultation. The aim of this meeting was to assist patients
in identifying and framing key questions and concerns
regarding cancer management options to generate a
personal consultation plan for the appointment. We trained
navigators in existing methods for non-directive inter-
viewing and low-inference paraphrasing and summarising
[www.slctprocess.org and www.scoped.org]. The navigator
produced a draft consultation plan and, after incorporating
patient edits, gave copies to the physician in advance, see
http://www.decisionservices.ucsf.edu/question-prompts.
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‘Navigators’ accompanied patients to the consultation
to encourage both parties to use the consultation plan
and to take notes and audio record the consultation. After
the visit, navigators gave each navigated patient a copy of
the audio recording on a compact disc and a typed
summary of the consultation discussion notes. The
navigator role was conducted by two research assistants.
Navigators were trained by the developer of the interven-
tion (Author JB) in a two-day workshop and using
monthly case reviews to check that navigators did not
provide information or answer questions themselves.

Quantitative measures

Prior to the initial specialist treatment consultation (base-
line), all patients completed survey questions relating to
demographic information (age, education, employment,
living arrangements and ethnicity).

All measures are validated and used in prior studies of
cancer patients. An 11-item scale of decisional self effi-
cacy (DSE) [14] was administered at baseline. For navi-
gated patients, only the DSE was additionally measured
after the consultation-planning appointment, and for all
patients, it was measured again after the consultation and
6 months later. Certainty in the decision made was mea-
sured after the consultation and 6 months later (Decisional
Conflict Scale, DCS) [21]. Regret about the decision made
was measured at 6 months (decision regret, RS) [22].

Mood and adjustment scales were completed at baseline
and at 6 months after the consultation. These are commonly
used in studies of oncology patients: the Mental Adjustment
to Cancer Scale (MAC) [23], which has subscales of
fighting spirit or hopelessness—helplessness, anxiety and
fatalism, and the Hospital Anxiety and Depression Scale
(HADS) [24].

After the consultation-planning appointment, all navi-
gated patients completed a five-item navigation rating
scale (based on the Decision Preparation Measure) [25],
evaluating the intervention and its impact on their prepara-
tion for the consultation. Intervention patients also com-
pleted a form at the 6-month follow-up to indicate use of
components of the intervention, and all patients confirmed
their final treatment choice.

Planned analyses

Using data from previous cancer studies [26], to achieve
80% power to detect a clinically real difference of an
average difference of six points between groups in the
primary outcome measure (DSE) scores, 77 subjects per
group were required immediately post-medical consulta-
tion, and at the 6-month follow-up, 65 subjects per group
was required.

Analysis was conducted by a researcher (JKA) blind to
allocation and study procedures. We tested for differences
in age using t-test and Chi-squared for employed status,
age of leaving education and marital status.

The primary outcome analysis was the change in DSE
scores post-medical consultation (T3), the secondary out-
come analysis was the change in DSE scores at the 6-month
follow-up (T6) using independent r-tests to measure differ-
ences in scores between control and intervention groups at
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each time point. A two-way ANOVA was performed to
examine the change in DSE scores over time per patient
group. We additionally tested change from baseline DSE
to post-consultation planning for navigated patients.

Between the groups differences in Decision Conflict and
Decision Regret were tested by #-tests, and the changes
between groups over time by ANOVA.

Mood and psychological adjustment scores were tested
by r-test at baseline to ascertain if there were random
differences between groups and at 6 months. A two-way
ANOVA was performed to examine the change in these
scores over time between patient groups.

The ratings of the intervention in the navigation service
form were presented descriptively.

Results

Recruitment and attrition

Of the 339 newly diagnosed prostate cancer patients who
were assessed for eligibility between January 2009 and
August 2010, 289 patients were eligible to be invited
(85.2%). Ninety-nine patients refused the information sheet
at first contact, 66 accepted information but did not consent.
In line with advice from the ethics review, patients did not
have to give a reason for declining. Specified reasons for
declining the study from those who accepted the informa-
tion sheet included religious beliefs regarding treatment
options (n=2), having already made a treatment decision
(n=2), and reports of high distress levels (n=3). Five
patients were not contactable. One hundred twenty-three
patients (43%) consented to participate in the trial.

Sixty-three patients were randomised to receive the
intervention, and 60 patients were assigned to the control
group. During the course of the study, 10 participants
withdrew or were withdrawn from the study. Baseline
measures were not received from eight control participants
(withdraw after allocation revealed), and two intervention
patients withdrew before the post-consultation measures
were returned. Accounting for attrition, the final number
of newly diagnosed prostate cancer patients participating
in the study was 113; 53 in the control group and 60 in
the intervention group (Figure 1).

An independent #-test examining differences in age of
those who withdrew compared to those who continued
in the study revealed no significant differences, and chi-
squared tests also revealed no significant differences in
living arrangements, age left education and -current
employment status of those who withdrew compared to
those who continued.

Demographic variables

All respondents were Caucasian males and had received a
formal diagnosis of primary prostate cancer (see Table 1).

Treatment options

Analysis of self-reported treatment decision at 6-month
follow-up (Table 1) revealed that about a third of both
control (36.9%) and intervention (37.5%) group patients
opted for surgery following their initial urology consulta-
tion, 25% of intervention group patients opted for active
monitoring compared to 19.6% of control participants,
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Assessed for Eligibility (n=339)

Enroliment

Eligible Patients (n=289)

A 4

Declined to participate (n=166)

-Refused study contact (n=1, religious beliefs)
-Patient refused information sheet at first
contact (n=99)

-Patient accepted information sheet but did
not consent (n=66)

Consented and Randomized
(n=123)

l [ Allocation ] l
U
Allocated to intervention (n= 63) | Allocated to usual care/control (n=60)
v [ Baseline Survey ] J.
L J v

Received allocated intervention (n=63)
Questionnaire not received (n= 1)
N= 63 in study

Questionnaire not received (n=8)
Discontinued study involvement (n= 6)
N=54 in study

A 4

Post-Consultation
Planning and v

Received allocated intervention (n= 63) Time 2 survey ]
Questionnaire not received (n= 1) Not applicable
Discontinued intervention (n= 1)
N = 62 in study
y [Post-MedicaI Consultation] y
J

Received allocated intervention (n= 62)
Did not receive allocated intervention (n= 0)
Questionnaire not received (n=1)

Questionnaire allocated (n=54)
Questionnaire not received (n=1)
Discontinued study involvement (n=1)
N=58 in study

N=62 in study
[6
A4

-month post consultation
follow-up

y

Questionnaire allocated (n=62)
Questionnaire not received (n= 1)
N=62 in study

Questionnaire allocated (n=53)
Questionnaire not received (n= 4)
N=53 in study

Figure |. Participant flow through the study, detailing randomisation and attrition.

and 30.3% of intervention group patients chose non-
invasive external beam radiotherapy compared to 21.7%
control patients (see Table 1).

Decision-related outcomes

Decision self efficacy

Forty control patients and 50 intervention patients were
included in the analysis. The reasons for exclusion were
missing data.

In Table 2, the t-test results show there were no differ-
ences between groups before the intervention (z=1.00,
df=101, p=0.318). DSE scores increased for both groups
after the medical consultation, but the scores were signif-
icantly higher in the intervention group when compared
to controls (r=2.584, df=106, p=0.011). The difference
in DSE scores at the 6-month follow-up was also signifi-
cant in favour of ‘navigated’ patients (r=2.175, df=102,
p=0.032). Measuring the effect of DSE over time (from

Copyright © 2012 John Wiley & Sons, Ltd.

baseline to 6 months post-medical consultation) using a
two-factor mixed design ANOVA, there was a significant
main effect for the group, favouring the intervention group
F(1)=7.16, p=0.009.

Paired #-tests examined change in DSE scores for inter-
vention group patients from pre-consultation planning
(baseline) to post-consultation planning (CP) and from
post CP to post-medical consultation. Patients reported
an improvement in the DSE in this timeframe. The differ-
ence in scores from baseline to post-CP approached
significant levels: r= —1.973, df=57, p=0.053. Compar-
ing intervention group DSE scores from post-CP to post-
consultation, there was a significant improvement in scores;
t=-2.774, df =54, p=0.008.

Decisional conflict scale
Forty-five control patients and 56 intervention patients
were included in the analysis.
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Table I. Participant characteristics

Patient group at baseline

Control Intervention

Ethnicity

White 52 (100%) 63 (100%)

Other 0 (0%) 0 (0%)
Mean age® 672 654
Age left education®

<16 years 23 (44.2%) 22 (34.9%)

>16 years 8 (154%) Il (17.5%)
Current employment status

Employed 14 17

Unemployed/retired 38 46
Current living situation

Living with partner 42 49

Living alone 10 14
Treatment decision

Surgery 22 |7

External beam radiotherapy 17 I

Hormone therapy 2 5

Brachytherapy 2 5

Active monitoring 14 9
Missing surveys 3 6

“Number of respondents different from the total number because of missing data from
participants.

T-test results (Table 2) reveal that DCS scores were
significantly lower after the medical consultation in the
intervention group when compared with the control group
(t= —2.005, df =101, p=0.047). The difference in DCS
scores between patient groups approached significant
levels at the 6-month follow-up (r=-—2.130, df=100,
p=0.052).

Measuring the change in DCS over time (from the
immediate post-medical consultation to 6 months later),
using a two factor mixed design ANOVA, the difference
between groups approached significant levels; F (1)=3.69,
p=0.058.

Decisional regret scale

Fifty-eight intervention patients and 44 control patients
were included in the analysis for the regret scale at the
6-month follow-up. Mean regret scores were significantly
lower in the intervention group when reflecting back on
the decision made during the consultation at the 6-month
follow-up: t=—2.130, df =100, p=0.036 (see Table 2).

Table 2. Decision scale results

Mood and psychological adjustment

Hospital anxiety and depression

ANOVA (Group by Baseline vs. 6 months) showed no
significant effects (F=0.004, df=1, p=0.950) for anxi-
ety. Inspecting individual scores at baseline to examine
if any participants reached the criteria of ‘caseness’
(clinical significance; score of 11 or more), it was
observed that there were no cases in the control group,
and three cases (5.4%) in the DN group. There were three
cases in the control group (6.8%) and one case (1.8%) in
the DN group 6 months later.

There were no significant effects for depression
(F=0.088, df=1, p=0.767). By inspecting the scores to
see if any reached the criteria of ‘caseness’ (clinical signif-
icance; score of 11 or more), there were six (12.5%) in the
control group and six (10.8%) in the DN group at baseline,
and one (2.3%) in the control group and two (3.6%) in the
DN group 6 months later.

Mental adjustment to cancer scale

There were no significant differences between groups over
time on any of the MAC subscales (fighting spirit
F=0.139, df=1, p=0.710; Anxiety F=0.081, df=1,
p=0.776; Fatalism FF'=0.156, df=1, p=0.694.)
Inspecting individual scores to see if any reach the
criteria of ‘caseness’ — any who had above threshold
levels indicating clinical significance — (47 or less on the
fighting spirit subscale combined with a score of 12 or
more on the helpless/hopeless subscale), there were 10
patients (27%) in the control group (n=37) and 9 patients
(17.6%) in the DN group (n=51) at baseline. There were
eight patients in the control group (21.6%) and seven
patients (13.7%) in the DN group 6 months later.

Navigation services form

Of the 62 navigated patients who completed the feedback
form after the consultation-planning session, 91.9%
(n=57) scored the DN as being ‘very helpful’ and 8.1%
(n=5) as ‘somewhat helpful’. None of the participants
scored the intervention as being unhelpful.

Prostate cancer patients found that the navigation
service most often helped them ‘a great deal’ to think
about how involved they wanted to be in the decisions

Number of

Mean value (standard deviation)

participants Degrees of p-value

Measure (ConlInt) Con Int Value (t) freedom (df) (<0.05)
Decision self efficacy

Baseline 90 (40/50) 81.9 (17.1) 84.9 (13.3) 1.004 101 0318

Post-consultation planning 53 —_ 86.2 (11.4) —_ — —_

Post-medical consultation 90 (40/50) 833 (17.4) 89.4 (9.27) 2584 106 0011

6-month follow-up 90 (40/50) 827 (16.6) 89.0 (9.91) 2175 102 0.032
Decision conflict scale 101 (45/56)

Post-medical consultation 1.89 (0.69) 1.72 (0.58) —2.005 101 0.047

6-month follow-up 1.88 (0.64) 1.65 (0.48) —1.969 109 0.052

Regret scale, 6-month follow-up 102 (44/58) 17.1(16.0) 10.8(13.7) —2.130 100 0.036

Participant numbers in the table indicate the number of complete data sets (all items answered at each time point) which were included in the analysis. Incomplete or missing data

sets for individual participants were removed from specific analyses.
Con, control group; Int, intervention group.
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surrounding their care (56.6%), aided in identifying the
questions which they want to ask regarding treatment
(56.5%) and prepared them to talk to the doctor about their
key concerns and objectives regarding treatment (51.6%).
It also helped patients, to ‘some’ degree, to organise their
thoughts (41.9%) and prepare them to make better
decisions about their care (35.3%) (see Table 3).

On the 6-month follow-up DN evaluation form,
navigated patients reported using the consultation plan
on average 3.32 times (range 0-12), the consultation
summary on average 3.13 times (range 0—10) and audio
recording 2.35 times on average (range 0—10).

Discussion

The decision navigation model has previously been
applied in breast cancer patients in the USA. This is the
first study in a Scottish healthcare setting, with prostate
patients and using RCT design.

The results support the hypothesis that the DN interven-
tion significantly increased prostate cancer patients’ confi-
dence to effectively make decisions and significantly
increased their certainty that they have made the right
decision during the consultation. More intervention patients
maintain these perceptions 6 months later (approaching
significant effect); they also experience significantly less
regret about the treatment decisions made 6 months later.
This is compared to usual care participants at parallel time
points who had lower levels of decisional self efficacy and
higher decisional conflict and regret scores. The results
show no impact, adverse or beneficial, of the intervention
on patient’s mood or adjustment.

The intervention group results relating to decisional
conflict are comparable to research executed at USCF,
which also observed a significant reduction in decisional
conflict scores post-medical consultation [17]. As these
results were not compared to usual care patients, the
current paper adds to the evidence base surrounding
navigation by confirming that the intervention reduces
patients’ decision-related uncertainty after the consulta-
tion compared to patients receiving usual care.

Researchers at UCSF did not measure DSE post-medical
consultation but before and after consultation planning
(CP). They observed a significant increase in DSE from

Table 3. Navigation services evaluation after consultation planning

Percentage of patients (%) n=62

Question item A great Quite Somewhat A little Not
deal a bit at all

I. Prepare you to make ~ 35.5 500 129 1.6 0

better decisions

2. Help you organise your 41.9 40.3 16.1 1.6 0

thoughts about decisions

3. Help you think about 565 306 8.1 32 1.6

how involved you want

to be in decisions

4. Help you identify 56.5 306 I3 1.6 0
questions you want to ask

5. Prepare you to talkto 5
your doctor about what
matters to you

6 40.3 4.8 1.6 1.6

62 participants were included in the analysis. One intervention patient withdrew after
consultation planning.

Copyright © 2012 John Wiley & Sons, Ltd.
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pre-CP to post-CP [17] and also a significant decrease in
the DCS from baseline to after the medical consultation.
These results are consistent with the magnitude and
direction of effects in the present study. Studies in both
settings suggest that patients are more confident and less
conflicted when they experience consultation planning,
summarising and audio recording, although in the present
study, there was a significant increase in DSE from after
the consultation-planning session to after the medical
consultation, suggesting patents are more confident when
they have had an opportunity to experience the full interven-
tion (consultation planning, consultation summarising and
consultation audio recording).

Where there are preference-sensitive decisions to be
made between equally effective treatments (as in prostate
cancer), facilitating patient choice through such interven-
tions may result in lower cost of health services [27].
The National Clinical Guidelines for Excellence for Pros-
tate Cancer (2008) [28] estimate that if more men with low
risk prostate cancer decide to have active surveillance as a
first-line management option, this could result in health-
care cost savings of £1.3 million p.a., on the basis of an
estimated 10% reduction in prostatectomy. Our study
was not powered to detect if the intervention impacts on
the type of decision made. However, navigated patients
reported more often choosing the least invasive and least
costly decision of active surveillance compared to the
control group. This difference was 6%, a small difference,
and thus, the impact of navigation on healthcare utilisation
needs to be further explored with a larger sample of
patients to achieve a meaningful result.

There was concern from clinicians that the intervention
would make patients more anxious as patients were asked
to talk about their diagnosis and potential questions prior
to consultations when they would gain further information
about their situation. This should be tested in future studies,
as it was not found by Sepucha and colleagues in an earlier
study of the navigation model in the USA [29]. There were
no statistically significant differences between patient
groups in terms of mood or adjustment. It is of note that
the intervention did not reduce patients’ distress; this may
be related to the majority having below threshold scores
for anxiety and depression throughout the study.

Limitations

Not all eligible patients could be recruited to the study as
there was insufficient navigator time to cover all clinics.
We note that 99 patients refused the study. It is unclear
if they would have accepted the intervention without the
burden of survey measures and the risk of being rando-
mised to the control arm. Further studies could explore
uptake patient preferences for DN as service option.

In addition, there was higher attrition from the control
arm. We recruited fewer than the 77 patients per group
required for 80% power [18]. However, there are no
comparable studies in this cancer group, so it is unclear
what difference is personally meaningful. In this study,
the differences were statistically significant and similar
to previous breast cancer studies. The result is promising
when triangulated with the significant results on other
decision quality measures.
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Analyses were on completed data for each measure,
which may lead to unknown bias from non responders.
However, where possible with repeated measures such as
the DSE, analyses were run using combinations of avail-
able data (ANOVA and #-test, and imputed mean scores)
with no appreciable change in the significance of results.

Drop out rates were uneven, which is often the case
with a ‘usual care’ control arm. Alternative designs could,
in the future, include a ‘low dose’ non-directive contact
which may retain patients in the trial and control for atten-
tion. The patient group was all Caucasian patients, and
this may limit generalizability to other ethnic groups.

It was not possible to blind patients or physicians to
patient group allocation, given that both patient and physi-
cian were actively involved in the intervention, and
although patient report measures were collected by an
independent researcher, again it was not possible to
conceal the patient’s group.

Implications and closing remarks

Provision of accurate treatment information is important
but not enough to facilitate SDM. This intervention is
designed to support patients, through decision making,
identify and communicate their preferences to physicians
and provide personalised accurate information. The com-
ponents of this intervention can facilitate doctor—patient
communication, leading to shared decision making. The
positive results from this study suggest that newly
diagnosed prostate cancer patients greatly benefit from
the integration of evidence-based interventions through
the decision navigation service. Patient involvement in
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