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1 | BACKGROUND

The medical and social context of prostate cancer (PCa) has changed
dramatically since the introduction of PSA testing for early detection
in the late 1980s,! leading to a peak in incidence in the developed
world in the 1990s and again a decade later.? Since that time, novel
PCa treatments have rapidly emerged in the radiation and medical
oncology field, as well as surgical advances.® The recent emergence
of active surveillance for low-risk disease has further expanded possi-
ble treatment approaches.4 Market forces from consumers, clinicians,
and the therapeutic industry have driven changes in clinical and surgi-
cal management and treatment; however, psycho-oncological research
and survivorship care arguably has lagged behind. Specifically,
although men are surviving longer, they may not be surviving well. In

2012, there were over 1.1 million incident cases of PCa diagnosed
and more than 300 000 deaths worldwide.® Five-year prevalence esti-
mates suggest that there are over 3.8 million PCa survivors globally®
with this expected to increase rapidly in future.” The challenges we
face in meeting the needs of these men and their families into the
future are vast.

Up to 75% of men treated for localised PCa report severe and
persistent treatment side-effects including sexual dysfunction, poor
urinary or bowel function.® Psychosocial concerns are prevalent with
30%-50% of PCa survivors reporting unmet sexuality, psychological,
and health system and information needs”° and 10%-23% of men
clinically distressed.!? Risk of suicide is increased after PCa diagno-
sis*?13 and can persist for a decade or more.!* In the longer term,

30%-40% of PCa survivors report persistent health-related distress,
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worry, low mood*® and diminished quality of life (QoL).*¢ Partners of
PCa survivors also experience ongoing psychological concerns and
changes in their intimate relationships'’; with these impacts driven
in part by the man's level of distress, sexual concerns and physical
QoL.*®

In 2011, our group published the first criterion-based systematic
review of psychosocial interventions for men with PCa and their part-
ners.?” We concluded that group cognitive-behavioural interventions
and psycho-education appeared to be helpful in promoting better psy-
chological adjustment and QoL for men with localised PCa, and coping
skills training for female partners may improve their QoL. However,
data were limited by inconsistent results and low study quality. In
response to the increasing burden of PCa, uncertainties about optimal
psychosocial care, and additions to the literature, we updated and
extended this review with the intent of determining benefit and
acceptability, and considering intervention content and format. In
brief, we considered the range of psychosocial and psychosexual inter-

ventions that may be optimal, and for whom.

2 | METHODS

Two clinical questions guided the review?°: In men diagnosed with PCa
(Q1) and/or in their partners/carers (Q2), what is the effectiveness of
different psychosocial or psychosexual interventions compared with
(i) other psychosocial or psychosexual interventions, or (ii) usual care
or no intervention, in maintaining or improving QoL or psychological
wellbeing? Psychosocial or psychosexual interventions were included
if they had one or more of the following components: education
(psycho-education, psycho-sexual education, PCa education),
cognitive-behavioural (cognitive restructuring, behaviour change,
cognitive-behavioural stress management), relaxation (relaxation tech-
niques, meditation), supportive counselling (counselling/psychother-
apy, health professional discussion), peer support (peer support,
social support including discussion within a group of peers), communi-
cation (skill development to encourage communication with partners,
health professionals or generally) and decision support (aids or tools
to assist decisions about PCa treatment or use of sexual aids). The
review and reporting of results were guided by the PRISMA state-
ment.2* Ethical approval was not required.

2.1 | Search strategy

Our prior review (until December 1, 2009) identified 195 articles
that met criteria for the current study.'® Searches were updated
from 2009 onwards. Eleven relevant databases were searched (eg,
MEDLINE, Embase, PsycINFO, and CINAHL; Figure 1) up to January
9, 2017. Free-text terms and database-specific subject headings for
PCa and psychological and QoL outcomes were used (Appendix A
shows full search strategies). Reference lists of included articles were
also searched. ClinicalTrials.gov (http://clinicaltrials.gov/) (June 2016)
and the International Clinical Trials Registry Platform (http://apps.
who.int/trialsearch/) (October 2016) were searched for ongoing and

completed trials and associated publications.

2.2 | Selection criteria

Studies were included if the following pre-specified criteria were met:

e Randomised controlled trial design.

e >80% of participants were men diagnosed with PCa (no restric-
tions on disease stage or time since diagnosis) and/or partners/
carers of men with PCa or results for men with PCa and/or part-

ners/carers were reported separately.
e Intervention(s) were psychosocial or psychosexual.

e Qutcome(s) reported were psychosocial (including psychological,
relationships, decision-making), health-related QoL, and sexuality
outcomes (including sexual function, bother, and use of erectile
dysfunction aids or treatments). Mediator outcomes such as cogni-

tive reframing and coping were not included.

e QOutcomes were assessed using validated scales or scales adapted

from these.

e Intervention(s) were compared with usual care or supportive atten-
tion or no intervention, and/or another intervention(s) with differ-
ent psychosocial or psychosexual components, and/or the same
intervention components with a different mode(s) of delivery. Mul-
timodal interventions such as lifestyle interventions were only

included if they had a psychosocial or psychosexual component.
e Published in English language.
e Published after December 31, 1999 up to January 9, 2017.

Two authors reviewed titles and abstracts and excluded irrelevant
articles and duplicates. Full-text articles that potentially met criteria
were then retrieved and reviewed by one author. A random sample
of 5% of articles was assessed for inclusion by 2 authors with 100%
agreement achieved.

2.3 | Data extraction

One author extracted pre-specified study characteristics (eg, partici-
pant demographics, PCa treatments, intervention content, delivery
and results) and another checked each extract. To support data extrac-
tion, published descriptions of interventions were content analysed to
create a framework of common psychosocial or psychosexual inter-

vention components (Appendix B).

2.4 | Risk of bias

The Cochrane Collaboration's tool was used to assess risk of bias
regarding sequence generation, allocation concealment, blinding of
participants and personnel collecting outcome data, incomplete out-
come data, selective outcome reporting, and other sources (eg, differ-
ence in follow-up between arms).?? Blinding is difficult to achieve in
psychological trials where consent mechanisms require participants
to understand differences in treatments, which are often clearly dis-
cernible to the participant (eg, therapist-delivered intervention vs
self-help materials).X? On this basis, blinding was excluded from assess-
ment. Clinical trial registries at https://clinicaltrials.gov/, http://www.
isrctn.com/, and http://www.anzctr.org.au/ were searched for proto-

cols of included studies to identify pre-specified outcomes and
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language published after 2008

11 Databases searched: Medline, Embase, PreMedline,
Psycinfo, CENTRAL, HTA, DARE, CINAHL; English

AMED and Cochrane Database of Systematic Reviews;
English language published after 1999
Medline Epub Ahead of Print; no limits

A4

Search results combined
for title/abstract review

(n=6631)

Excluded articles

A 4

(n=6486)

(n=195)

Articles retrieved for full
review (n=145) + Articles
from prior systematic review

\4

review (n=340)

Articles retrieved for full

Articles identified from

4 Total articles retrieved for
reference lists (n=16) »| review and application of
inclusion criteria (n=356)

Articles excluded (n=288):

No relevant publication type (n=38)
Not RCT (n=132)
Not relevant population (n=65)

No psychosocial or psychosexual intervention
(n=35)

A4

\4

Did not report relevant outcomes (n=15)

Preliminary or previously published data only
(n=3)

‘ Articles included (n=68) ‘

' ,

'

Patients only (n=51 articles
reporting 41 studies)

Partners only (n=1 article
reporting 1 study)

Patients & Partners (n=16
articles reporting 15 studies)

FIGURE 1 PRISMA flow diagram of study selection for systematic review

determine whether there was a risk of bias from selective outcome
reporting. Differences in evaluations were resolved by discussion and

where necessary adjudication by a third author.

2.5 | Intervention acceptability

The criteria of Yanez et al*®

were used to identify and evaluate aspects
of interventions that indicate acceptability: 240% recruitment rate,
>70% retention at end of intervention or follow-up (or <30% with-

drawal), and 270% average intervention attendance.

2.6 | Analyses

It was anticipated that some trials may be underpowered.'® Thus, an
intervention was considered potentially beneficial compared with

usual care or better than another intervention if for at least one

reported outcome (at the longest reported follow-up), there was in
favour of the intervention(s): (i) a statistically significant difference
between arms; (ii) a moderate or large standardised effect size (eg,
Cohen's d = 0.5, n? = 0.06); or (jii) a difference in mean score changes
from baseline calculated by ANCOVA or multiple linear regression
between arms 210% of the scale of the differences in means. For a
given measurement scale, results from subscales were only considered

in the absence of an overall score.

3 | RESULTS

3.1 | Search results

In all, 6631 citations were identified of which 161 full-text (includ-
ing 16 identified from reference lists) were retrieved and evaluated
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as well as 195 articles from the prior review.'” Of the total 356
full-text articles assessed for inclusion, 68 articles met criteria and
reported a total of 57 RCTs. Forty-one RCTs reported in 51 articles
(2 publications for 10 studies) included only patients (Q1); 1 RCT
included only partners (Q2); 15 RCTs reported in 16 articles (2 pub-
lications for 1 study) included patients and partners (Q1 and Q2)
(Figure 1). Most studies were excluded because of study design
or population not meeting criteria, or results for patients or part-
ners/carers were not reported. Clinical trial registry searches identi-
fied 47 trials: 25 completed (16 included in the review); 20

ongoing; 2 terminated (slow accrual, funding unavailable).

3.2 | Risk of bias

Risk of bias from sequence generation (61% Q1; 64% Q2) and alloca-
tion concealment (71% Q1; 79% Q2), was unclear, and high for incom-
plete outcome data (43% Q1; 43% Q2) for most studies. Risk of bias
from selective outcome reporting was also high for majority of partner
studies (43%) and unclear for patient studies (63%). Most studies were
low risk for other sources of bias (70% Q1; 86% Q2) (Appendix C).

3.3 | Trial characteristics

Included trials randomised 8378 men (range 27-740; 48% of trials had
<100 participants), and 1313 partners (range 27-263; 57% of trials had
<100 participants; >90% partners were female in 14 trials; >80% part-
ners were spouses in 12 trials). Most (67%) trials were conducted in
North America. In 10 trials (4 including partners), participation was
determined by socio-demographic background (eg, African-American),
emotional state (eg, distress), or QoL (eg, urinary or sexual dysfunction,
ADT treatment side-effects, fatigue). When reported, mean or median
age was below 65 years in 49% of trials for patients and below 65 years
in 100% of trials for partners. In approximately half of trials (57% of
patient trials, 40% of partner trials) reporting college/university educa-
tion, >50% of participants were university/college educated. In 25 tri-
als (45%), men were diagnosed with or treated for localised disease in
the previous 6 months (14 trials enrolled men prior to treatment or
treatment decision). Men with recurrent or metastatic disease and
their partners were included in 16% and 21% of trials, respectively.
The number of relevant outcomes measured by trials varied from 1
to 16 (patient) and 2 to 12 (partner). Most common outcomes for
patients were sexual bother and/or function and mental health; and for
partners were relationships, general and cancer-specific distress. Trials
reported 41 patient, 1 patient and partner, and 1 partner person-focused
(targeted and delivered to the individual or person) interventions and 14
couple-focused interventions (targeted and delivered to the couple as a
dyad) (Appendix D). Most interventions were compared with usual or
standard care; however, what the comparison group entailed was rarely
described. Follow-up ranged from immediately post-intervention to
approximately 19 months (person-focused, Median = 3 months) or
12 months (couple-focused, Median = 6 months) post-intervention.

3.4 | Intervention acceptability

Trials comprising interventions that were person-focused were more

acceptable than couple-focused interventions (recruitment: 72% vs

29%; retention: 74% vs 64%). Approximately 40% of person and cou-
ple interventions indicated acceptable mean attendance (Table 1).

3.5 | Intervention effects

Three trials reported couple-focused interventions that, compared
with usual care, increased partner distress about sexual function,?*
worsened partner challenge appraisal,?® and reduced relationship satis-
faction and intimacy for partners who had high levels of these con-
structs at baseline?® (Appendix D). By contrast, for patients, all
intervention effects indicated improvement. Four trials included out-
comes of interest?”2° but did not report comparative results and were
excluded. The remaining 29 trials (21 person-focused: 20 patients, 1
partner and patient; 8 couple-focused) showed a benefit for psychoso-
cial or psychosexual outcomes (Table 2). Most (80%) person-focused
interventions were for men with localised disease. Of the effective
interventions, most (95% person-focused, 86% couple-focused) signif-
icantly impacted patient outcomes. No person-focused trials had a
significant effect on relationship outcomes. No couple-focused trials
improved decision-making outcomes or fatigue. No trials had a signifi-
cant effect on partner QoL or sexuality outcomes regardless of inter-
vention focus. Table 3 reports intervention components.

3.5.1 | Person-focused

Decision making

Six trials improved patient decision-making mostly for men diagnosed
with early stage disease and/or recruited prior to treatment. Decision

3132 conflict,®®

support, aid, or navigation reduced patient uncertainty,
and regret®**° about their treatment decision, and a combined online
psycho-educational intervention and moderated peer forum also
reduced regret.3¢%” Patient self-efficacy or confidence in their deci-
sion-making was increased by decision navigation®* and interactive

education interventions.3®

TABLE 1 Acceptability of included trials comprising person- (n = 43)
and couple- (n = 14) focused interventions

Acceptability category Person* N (%) Couple N (%)

1. Recruitment

No: <40% 8 (19%) 6 (43%)

Yes: 240% 31 (72%) 4 (29%)

Unclear: Not reported 4 (9%) 4 (29%)
2. Retention/Withdrawal

No: Retention <70%; 2 (5%) 1(7%)

Withdrawal > 30%

Yes: Retention >70%; 32 (74%) 9 (64%)

Withdrawal < 30%

Unclear: Not reported 9 (21%) 4 (29%)
3. Attendance

No: <70% 7 (16%) 2 (14%)

Yes: 270% 18 (42%) 6 (43%)

Unclear: Not reported 18 (42%) 6 (43%)

*Includes 2 person-focused trials for partners both rated acceptable on
recruitment, retention, and attendance.
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TABLE 3 Inclusion of specific components in effective in N = 34 person-focused interventions and N = 9 couple-focused interventions

Couple-focused
interventions™

Person-focused
interventions*

Components % (n) % (n)
Education 85% (29) 78% (7)
(psycho-education, psycho-sexual education, PCa education)

Communication 44% (15) 78% (7)
(partner, sexual, health professional, general or type not specified)

Peer support 41% (14) 11% (1)
(peer discussion, social support”)

Cognitive-behavioural 29% (10) 56% (5)
(cognitive restructuring, behaviour change, cognitive-behavioural stress management)

Decision support 24% (8) 11% (1)
(PCa treatment, sexual aids)

Relaxation 24% (8) 11% (1)
(meditation, relaxation techniques)

Supportive counselling 12% (4) 56% (5)

(counselling/psychotherapy, health professional discussion)

*Note that some trials had multiple arms and more than one effective intervention.

"Social support may include general group discussion with peers.

NB. Total percentages may exceed 100% because of multiple intervention components.

PCa, prostate cancer.

Quality of life

An uncertainty management intervention improved QoL for patients
on watchful waiting.® In 2 trials, a 10-week cognitive-behavioural
stress management intervention improved cancer-specific QoL for

patients with early stage disease.*0*2

Fatigue

Participants who received Qigong*® or a health education interven-

tion**4> experienced reduced fatigue.

Sexuality

Five trials reported better sexuality outcomes (80% of trials included
majority of men who had radical prostatectomy). Combined education

47 and peer support,*® decreased sexual

and group discussion,*®
bother. A 10-week group cognitive-behavioural stress management
intervention improved sexual function for men treated with prostatec-
tomy (88% erectile dysfunction (ED)) who had high interpersonal sen-
sitivity.*>*? Sexual satisfaction improved for patients in a combined
online psycho-educational intervention and moderated peer support
forum.34” Only one trial improved multiple sexual outcomes; in addi-
tion to increased sexual QoL and orgasm satisfaction, Siddons et al*?
reported increased masculine self-esteem and sexual confidence for
men treated with radical prostatectomy (90% ED) and who received
a cognitive-behavioural group intervention. Overall, 60% of trials
reported follow-up immediately following or close to intervention

delivery.

Mental health

Eleven trials improved patient mental health outcomes. Patients

receiving a combined online psycho-educational intervention and

moderated peer forum had less distress.>*%” Qigong also decreased
distress*3; and a nurse-led psycho-education intervention®® and peer

rt°2>2 reduced depression. In 2 trials, a 10-week cognitive-

suppo
behavioural stress management intervention improved emotional
well-being®® and depression.?®

Mental health and cancer-specific distress improved in younger,
more highly educated patients who received a tele-based psycho-
educational intervention.>* A multi-modal intervention including cog-
nitive-behavioural therapy also reduced cancer-related distress
(avoidance) in patients with a monitor (cognitive scanning) coping
style.>> Patients with high-baseline depression or anxiety showed
improvement in these constructs if they were allocated to either a
multi-modal intervention including either 30 or 90 minutes of an
expert speaker/facilitated discussion.’®>” In another trial, patients
with lower baseline depression were less depressed if they received
a combined education and group discussion intervention.***” In this
same study, patients with lower self-esteem at baseline had less
depression and better mental health if they participated in either a
combined education and group discussion or education only
intervention.

One trial improved patient and partner mental health out-
comes.***5 Patients in the health education attention intervention
had less depression, negative affect, stress, and greater spiritual well-
being. Effects on stress were more pronounced for men who were less
educated, and greater reductions in depression were experienced if
men were older, had lower PCa-specific QoL, active chemotherapy,
less social support or cancer knowledge. Patients receiving combined
psychotherapy and education had more positive affect if they were
more highly educated, had higher PCa-specific QoL, or more social
support. Partners in the health education intervention had improved

depression, social, and spiritual well-being.**+°
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3.5.2 | Couple-focused
Quality of life

Intimacy-enhancing therapy increased cancer-specific QoL for patients
with early stage disease and higher symptom-related concerns at

baseline.?¢

Sexuality

Four trials improved sexuality outcomes for patients only. Coping skills
training reduced sexual bother,’® and intracavernous injection-focused
sexual counselling increased patient sexual function, sexual satisfac-
tion, and desire.>? Post-treatment nursing support lessened the extent
to which sexual dysfunction interfered with spousal role activities.°
Prostate cancer nurse-delivered and peer-delivered telephone
counselling interventions uniquely reported increased use of ED treat-
ment at 12-month post-recruitment follow-up for men with localised
disease who had prostatectomy.®*

Mental health

Mental health was improved in 5 trials, predominantly for partners.
Coping skills training reduced partner's depressed mood.>® Pre-surgical
communication enhancement intervention reduced partner stress.®?
Cancer-related distress lessened in younger women receiving cogni-
tive-existential couple therapy,®® and partners with high levels of base-
line distress receiving intimacy enhancing therapy.?® Cancer-related
worry also reduced for patients receiving post-treatment nursing

support.®©

Relationships

Three trials improved relationship outcomes, mostly for partners. Cog-
nitive-existential couple therapy enhanced relationship function for
female spouses.®® Intimacy enhancing therapy was associated with
improved partner relationship satisfaction and intimacy for partners
with lower baseline scores on these variables.? Education to maintain
intimacy also improved intimacy for patients starting ADT, and dyadic

adjustment for patients and their female partners.®*

3.6 | Intervention delivery

Effective person-focused interventions were most commonly delivered
in an individual (53%) or group (47%) setting; face-to-face (50%), via
telephone (26%) or online (26%); by a psychologist/counsellor (41%),
nurse (29%) or self-administered (26%). Couple-focused interventions
were delivered to dyads most commonly face-to-face (67%) or by
telephone (44%); by a psychologist/counsellor (44%) or nurse (22%).

4 | DISCUSSION

Psychosocial and psychosexual intervention can improve decision-
related distress, mental health, domain-specific, and health-related
QOL in men with PCa. Combinations of educational, cognitive behav-
ioural, communication, and peer support have been most commonly
applied and found effective; followed by decision support and relaxa-

tion; and to a much lesser extent supportive counselling. These

components were often used in a multi-modal approach, and delivered
through both face-to-face and remote technologies, with therapist,
nurse or peer support. In sum, multi-modal psychosocial and psycho-
sexual care for men with PCa, particularly localised disease, is both
acceptable and effective.

The evidence is less clear for the female partners of these men and
couples as a dyadic unit. Couple-focused interventions were the least
acceptable approach and almost half of the couple interventions pro-
duced poorer outcomes for partners. When couple interventions were
effective, they improved relationship outcomes for the partner but not
the man; had a positive effect on the partner's mental health but con-
versely; improved sexuality outcomes for the man but not the partner.
No interventions improved sexuality outcomes for female partners.
Based on these results, effective and acceptable interventions for
female partners and couples remain an area of uncertainty. It may be
that couples interventions have been primarily focused on the PCa sur-
vivor's needs, leaving the partner's concerns poorly managed. This is an
area where significant further work is required to understand the
needs and preferences of couples, and to determine approaches to
improve sexual and relationship satisfaction for both partners.

Limitations of the research to date include small sample sizes; low
statistical power; suboptimal statistical methods in some studies;
inconsistency in measurement approaches; a lack of diversity in partic-
ipants—particularly with regards to gay and bisexual men; men with
advanced PCa; and men from socio-economically deprived; and non-
Anglo-Saxon backgrounds. Long-term survivorship outcomes (>2 years)
are yet to be addressed. In addition, intervention components were
often described in a vague way such that it was not always clear what
was actually delivered; and treatment fidelity and therapist adherence
was in most studies not well described. Strengths of the current review
by comparison with previous reviews include a departure from a
narrow focus on specific intervention type(s), single outcomes, or
sub-groups; a consideration of acceptability as well as statistical signif-
icance; and examination of not only intervention effectiveness but also
who benefits by considering the influences of socio-demographic and
medical characteristics of men and their partners; intervention format

and delivery; and acceptability.

4.1 | Clinical implications

Standards for psychosocial care with regards to screening for distress
are now widely accepted,®® and the validity of the distress thermome-
ter for men with PCa is well established with clear cut-offs for
caseness.'? In this review, approximately one-quarter of interventions
reported effects moderated by socio-demographic or psychosocial var-
iables; with age, educational level, domain-specific QOL, baseline men-
tal health, and social support important considerations in designing
care. Hence, as well as taking into account levels of distress, it is also
important to consider factors that both moderate intervention effec-
tiveness and place men at risk of greater psychosocial distress and
poorer QOL (such as age, domain-specific QOL, socio-economic depri-
vation) over the longer term.}® Survivorship care plans for PCa will
need to be stepped according to the type and depth of need.®®®” In
conclusion, there is sufficient evidence to recommend multi-modal

psychosocial and psychosexual interventions for men with PCa; with
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distress screening and risk and need assessment built in to tailor sup-
port to the individual. As yet, there is insufficient evidence to confirm
the optimal approach for female partners and couples.

We note that in this review education and communication support
was commonly applied effectively across both person and couples-
focused interventions. By contrast, supportive counselling was often
used for couples, whereas for patients peer support was more com-
mon. This may reflect in part what support methods are acceptable
to men. Care approaches also need to consider the impact of PCa on
men's masculine identities and embed sensitivity to these masculinities
in psychosocial and psychosexual interventions in a way that extends

beyond a reductionist focus on erectile dysfunction.®®

4.2 | Future research

There is a need for improvement in the field in study quality, especially
with regard to treatment fidelity. Where interventions are multimodal
better clarity about therapy components would assist application by
clinicians. There remain gaps in knowledge about effective interventions
for men with advanced cancer and how to best help couples and partners
warrants further investigation. Finally, expanded research is needed
targeting the needs of gay and bisexual men and those from non-

Anglo-Saxon and socio-economically deprived backgrounds.
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Used SIGN filter for identifying randomised controlled trials (http://www.sign.
ac.uk/methodology/filters.html#top accessed 17/02/2016)

APPENDIX B
FRAMEWORK FOR CATEGORISING PSYCHOSOCIAL
INTERVENTION COMPONENTS

Education

e Psycho-education: information or education about emotional
impact of PCa and stress management; excludes cognitive-behav-

ioural approaches.

e Psycho-sexual education: information or education about sexual-

ity or psycho-sexual impact of PCa or treatment.

e PCa education: information or education about PCa, treatment,

and/or physical side effects.
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Cognitive-behavioural

Cognitive restructuring: working with cognitions, challenging neg-
ative thoughts, refocusing thoughts onto positives.

Behaviour change: Goal setting and problem solving or behav-

joural maintenance.

Cognitive behavioural stress management: intervention identified
as CBSM.

Relaxation

Relaxation: meditation or relaxation techniques (eg, progressive

muscle relaxation, Qigong, breathing exercises).

Supportive counselling

Counselling/psychotherapy (as identified by the study author):
counselling or therapy offered as part of the intervention including

sexual therapy, excludes cognitive-behavioural approaches.

Health professional discussion: discussion with a health professional
(excludes counselling/psychotherapy, routine/standard care).
Peer support

Peer support: shared experience with a peer who also has PCa

(includes support groups, social support).

APPENDIX C
RISK OF BIAS ASSESSMENT OF TRIALS ADDRESSING QUESTION 1 (PATIENTS N = 56 TRIALS) AND QUESTION
2 (PARTNERS N = 14 TRIALS)

Social support: mentions social support generally and may also
include informal peer support in a group setting, or does not
specify type.

Communication

Partner: information or skill development to promote partners/
couples communication (eg, treatment side-effects, intimacy),

excludes communication about sex.

Sexual: information or skill development to enable communication
with partner about sex.

Health professional: information or skill development to encour-
age communication with health professional regarding treatment

or post-treatment concerns (eg, side-effects).

Communication: general interpersonal communication or commu-

nication unspecified.

Decision support

PCa treatment: decision aid, tool or navigator to support PCa

treatment decision.

Sexual aids: decision aid, tool or navigator to support decision to

use erectile or other sexual aid or treatment.

Risk of bias category Q1 N (%) Q2 N (%)
1. What was the risk of bias from the random sequence generation?

Low: Adequate (eg, computer random number generator) 20 (36) 5 (36)

High: Inadequate 2(4) 0(0)

Unclear: Not reported 34 (61) 9 (64)
2. What was the risk of bias from the allocation concealment?

Low: Adequately concealed (eg, central randomisation) 16 (29) 3(21)

High: Inadequately concealed (eg, sealed envelopes) 0 (0) 0(0)

Unclear: Concealment not reported or insufficient information to permit judgement 40 (71) 11 (79)
3. What was the risk of bias from incomplete outcome data®?

Low: Loss to follow-up less than 50% and balanced across arms (<5% difference) 19 (34) 4 (29)

High: Loss to follow-up greater than 50% or not balanced between arms or non ITT analyses 24 (43) 6 (43)

Unclear: Insufficient information to permit judgement 13 (23) 4 (29)
4. What was the risk of bias from selective outcome reporting?

Low: Study protocol available and all pre-specified outcomes reported 7 (13) (21)

High: Study protocol available and not all pre-specified outcomes reported 14 (25) (43)

Unclear: Insufficient information to permit judgement (eg, study protocol not found) 35 (63) (36)
5. What was the risk of bias from other sources***?

Low: Study appears free of other sources of bias 39 (70) 12 (86)

High: There is at least one important risk of bias from other sources 14 (25) 2 (14)

Unclear: Insufficient information to assess whether there is a risk of bias from other sources 3 (5) 0(0)

2For primary outcome

**Including differences in disease stage or follow-up between arms, and analyses that did not consider baseline measures

ITT, intention-to-treat
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