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Abstract

Objectives: To outline the planning, development and optimisation of a psycho-educational behavioural interven-
tion for patients on active surveillance for prostate cancer. The intervention aimed to support men manage active
surveillance-related psychological distress.

Methods: The person-based approach (PBA) was used as the overarching guiding methodological framework for
intervention development. Evidence-based methods were incorporated to improve robustness. The process com-
menced with data gathering activities comprising the following four components:

« A systematic review and meta-analysis of depression and anxiety in prostate cancer
« A cross-sectional survey on depression and anxiety in active surveillance

- A review of existing interventions in the field

« A qualitative study with the target audience

The purpose of this paper is to bring these components together and describe how they facilitated the establishment
of key guiding principles and a logic model, which underpinned the first draft of the intervention.

Results: The prototype intervention, named PROACTIVE, consists of six Internet-based sessions run concurrently
with three group support sessions. The sessions cover the following topics: lifestyle (diet and exercise), relaxation and
resilience techniques, talking to friends and family, thoughts and feelings, daily life (money and work) and information
about prostate cancer and active surveillance. The resulting intervention has been trialled in a feasibility study, the
results of which are published elsewhere.

Conclusions: The planning and development process is key to successful delivery of an appropriate, accessible and
acceptable intervention. The PBA strengthened the intervention by drawing on target-user experiences to maximise
acceptability and user engagement. This meticulous description in a clinical setting using this rigorous but flexible
method is a useful demonstration for others developing similar interventions.
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Key messages regarding feasibility

« At the start of this process, there were uncertainties
around the feasibility of:

Reaching and recruiting the target group (men on
active surveillance for prostate cancer)
Creating an accessible and acceptable intervention

+ Key feasibility findings:
Men on active surveillance for prostate cancer
would like additional support and are willing
to take part in online and group-based sessions

+ The research activities carried out in the interven-
tion planning and development phases have opti-
mised the acceptability of the proposed intervention.

Background

Prostate cancer prevalence is high in the UK [1] and
affects around one in eight men [2]. Treatment options
include surgery, radiotherapy and hormone therapy, but
for men with localised, low-risk prostate cancer, active
surveillance (AS), a pathway that involves monitoring
biological markers of the disease for progression, is also
an option. AS aims to reduce overtreatment and comes
without the unwanted side effects of interventional treat-
ment, such as urinary incontinence and erectile dysfunc-
tion [3]. However, research has shown AS may have a
negative impact on psychological wellbeing with patients
experiencing heightened levels of anxiety [4—6], illness
uncertainty, hopelessness [7] and distress [8].

Few studies have explored the unmet psychological
needs of men on AS and ways in which wellbeing could
be improved [9], and to our knowledge, there are no exist-
ing interventions available to support men on AS. The
limited qualitative evidence suggests men on AS find AS-
related information inadequate and inconsistent [9] and
experience unmet psychological and emotional needs
[9], and spousal support is important for AS acceptance
[10]. Furthermore, anxiety and uncertainty are two key
reasons men choose to discontinue AS and pursue inter-
ventional treatments in the absence of changes to tumour
status [11, 12], risking treatment side effects. Research in

the area of AS-related psychological wellbeing is vital to
ensure patients have the information and tools that will
allow them to better cope with this treatment pathway.

Best practice guidance recommends taking a ‘person-
based’ approach (PBA) when developing behavioural
interventions [13]. The PBA is an established method
used to optimise interventions, providing a clear pro-
cess to ground interventions in the perspectives and
psychosocial context of the target user group. The PBA
recommends comprehensive qualitative research with
the target user group to explore their experiences and
create a picture of the challenges they face, and in turn
the things that are likely to influence a target behaviour.
Exploration of the key beliefs target users hold, for exam-
ple, about their condition, its management or treatment,
is important to gain an understanding of what might
facilitate or prevent change. Taking this approach, the
target users’ needs and preferences can influence the
content, structure and overall design of the intervention,
ultimately improving the intervention’s feasibility, accept-
ability and user engagement [14]. Intervention develop-
ers are utilising PBA techniques increasingly [15-17];
however, there is a lack of literature providing replicable,
worked examples of intervention development using the
PBA.

This paper describes four previously published research
activities, bringing them together to demonstrate how
they contributed to the planning and development pro-
cess of PROACTIVE, a psycho-educational interven-
tion for men with localised prostate cancer on active
surveillance, consisting of parallel group-support and
web-based sessions. It aims to describe the methodol-
ogy needed to plan such an intervention, presenting a
demonstration of how to develop an intervention using
a PBA. The resulting intervention has been trialled in a
feasibility study, the results of which are published else-
where [18].

Methods

Using the person-based approach to guide PROACTIVE
planning

The PBA is flexible and non-prescriptive and can be uti-
lised alongside evidence-based approach methods and
theory. The PBA provides an established methodological
framework for the intervention planning process [13].The
approach consists of two key stages. The first involves
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gathering information from the target audience to gain
an insight into what is wanted and needed, giving the
researchers a deeper appreciation of the psychosocial
context of the audience. This is an iterative process used
to continually refine the intervention to promote accept-
ability and to encourage adherence and engagement.

The second stage is the creation of ‘key guiding princi-
ples. These consist of (a) key intervention design objec-
tives and (b) key distinctive features of the intervention
needed to achieve objectives. These principles aim to
keep the design and development process on track by
providing the research team with a summary of objec-
tives to be referred to at each stage of the process.

The planning process commenced with a systematic
review and meta-analysis of depression and anxiety in
PCa. This was an evidence gathering activity aiming to
improve understanding about the prevalence and magni-
tude of psychological distress in men with PCa (not spe-
cific to AS).

Using the PBA framework, the following activities were
subsequently conducted to facilitate our understanding
of psychological distress specific to those on the AS path-
way, the interventions that have been trialled previously
and the supportive care needs of the target audience:

+ A cross-sectional survey on depression and anxiety
in active surveillance

+ Areview of existing interventions in the field

+ A qualitative study with the target audience

These components facilitated the creation of key guid-
ing principles and a logic model to guide the intervention
development.

Table 1 shows the stages recommended by the PBA for
intervention planning and development (columns 1 and
2) alongside an overview of the development of PRO-
ACTIVE (column 3) to show how the PBA process was
implemented. Each activity will be described in depth in
the next section.

Intervention planning

In this section of the paper, we describe the data gath-
ering activities we undertook to consolidate our under-
standing of the issue (reduced psychological wellbeing in
men on AS for PCa), and accumulate ideas about what
might be helpful to this population. Table 2 provides an
overview of these activities.

Intervention design

In this section of the paper, we describe how the data
gathered in the ‘Intervention planning’ section was used
to design the intervention, and how the creation of the

Page 4 of 18

‘key guiding principles’ and ‘logic model” facilitated this
process.

Key guiding principles

Using the information gathered during the intervention
planning phase, the research team developed a set of key
guiding principles, in line with the PBA approach. The
purpose of this is to summarise the design objectives
and how these will be achieved, to facilitate quick and
easy reference throughout the planning and development
phase to guide and focus the decision making around
intervention content and design [13]. Table 5 outlines
the three intervention design objectives along with the
key features of the intervention designed to address each
objective.

Developing a logic model

The MRC complex intervention guidelines [38] recom-
mend the development of a logic model to outline the
hypothesised causal mechanisms involved in bringing
about change in men on AS for PCa. The logic model
(Fig. 1) demonstrates how we anticipate the intervention
will result in improved psychological wellbeing.

Public and patient involvement.

Three patient and public involvement (PPI) contribu-
tors with PCa were involved in the intervention planning
and development process. The research team met with
the contributors every 4—8 weeks to provide progress
updates and gain feedback on ideas and written materials.
PPI contributors reviewed and commented on the online
and workshop content and were involved in all key deci-
sions. The involvement of the PPI contributors ensured
developing study materials were likely to be acceptable,
understandable and relevant to the target audience.

Results

The PROACTIVE prototype

The prototype intervention was named PROACTIVE —
‘PROstate ACTIVE surveillance support. The interven-
tion consisted of two parts:

1) An online programme consisting of six sessions
designed to be completed on a weekly basis.

2) A face-to-face group support programme with three
sessions, spread across six weeks, held fortnightly
and each lasting 60—90 min.

The web-based programme and the group support ses-
sions interlink and are designed to run in parallel over
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Problem Intervention Intervention ingredients Mechanisms Mediating Patient
being targets processes outcomes
addressed
| Patient motivation Credible source of
¢ Motivation toavoid harmto future information about
health PCa, AS and PSA
¢ Confidence in PROACTIVEasan testing
effectivetool to aid self-care
— Group session
Self-monitoring attendance
¢ The use of goals to self-monitor providing:
improvements in lifestyle ® Reassurance
Uncertainty, LifestyleModification changes * Normative Modified
fearand  Persuasive and credible information information about understanding
anxietyin Improved about diet, physical activity and stress others’ of PCa, ASand Improved
menon | | psychological | - | managementtoencourage ahealthy || experiences PSAtesting psychological
active wellbeing lifestyle * Encouragement wellbeing
surveillance inthe
for prostate development of Increased self-
cancer '| | copingskills efficacy for impraved)
Engagementand adherence ‘ self- confidencein
* Study materials designed to be monitoring self-managing
appropriate forlow levels of health inctudtion GaFowW and self- health
literacy to perform management
¢ Email reminders sent weekly to behavioursta of lifestyle
encourage participants to login, review improve lifestyle improvements
and setnew goals 1
* Group sessions with the opportunity to
meet otherson AS Promptsandcues ||
giventoremindto
self-monitor
Fig. 1 Logic model

6 weeks, complementing each other; for example, the
online sessions introduce topics that will be further dis-
cussed in the following group session, and the online
sessions reinforce the information covered in previ-
ous group sessions. Figure 2 shows the intervention as
a whole over the 6 week time period. See Table 6 for a
detailed description of the session content.

The intervention

Table 6 details the content of each of the web-based and
face-to-face group sessions delivered over the 6-week
period.

Think aloud interviews to refine PROACTIVE

Identified by the PCaSO charity (Prostate Cancer Sup-
port Organisation), 2 men with prostate cancer took part
in think aloud interviews. This process involved each
participant working their way through the PROACTIVE
prototype whilst simultaneously speaking aloud their
thoughts about the programme. Statements such as ‘can
you tell me what you think about this page? and ‘can you
tell me why you chose that option?” were used as prompts
to elicit participants’ opinions on the intervention.

Interviews were audio recorded, and participants’
thoughts and opinions were collated and used to amend
the prototype to be used in the feasibility study. Table 7
provides a summary of these changes.

PROACTIVE ready for feasibility study
The amended intervention became the final version for
the feasibility study. Figure 3 shows some screenshots
from the web-based sessions.

The feasibility study has been conducted, and the
results published elsewhere [18].

Discussion

Summary

This paper demonstrates how we used the PBA to
develop an Internet- and group-based psycho-edu-
cational behavioural intervention for men on AS for
PCa. The process of gathering, understanding and
utilising target-user needs and perspectives has long
been viewed as essential within the eHealth research
community [39-41]. Intervention developers in the
area of eHealth have undertaken this task in a variety
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Week 1

Week 2

Week 3

Week 4

Week 5

Week 6

Fig. 2 The PROACTIVE intervention

Online session 1:
Information Session
& Physical Activity.

Online session 2:
Lifestyle Session.

Online session 3:
Relaxation
techniques session.

Online session 4:
Choice of session
(talking to others,
managing thoughts
and feelings, or
practical issues.

Online session 5:
Choice of session
(talking to others,
managing thoughts
and feelings, or
practical issues.

Online session 6:
Choice of session
(talking to others,
managing thoughts
and feelings, or
practical issues.

I
BB

Group session:
Information,
reassurance and
introduction to
lifestyle information.

Group session:
Introduction to stress
management and
relaxation / resilience
techniques.

Group session:
Adapting stress
management and
relaxation
techniques. Partners
included for part of
session.

of ways [42, 43]; however, until the publication of the
PBA, there was no standardised approach or process
to follow. Guided by the PBA, the researchers gained
a context-specific understanding of the intervention
elements likely to be needed to maximise participant
acceptability and engagement.

Each component of our approach (see Table 1) added
a valuable contribution to the development process.
The systematic review and meta-analysis of depression
and anxiety in prostate cancer provided a broad under-
standing of the prevalence of these conditions in PCa
patients, and confirmed the dearth of literature specific
to AS. Beginning to fill this gap in the literature, the

cross-sectional survey on depression and anxiety in AS
allowed us to narrow down the treatment pathway diver-
sity in previous studies and focus on men on AS. Men in
this survey displayed significant levels of distress, rein-
forcing the value of the proposed intervention. Review-
ing existing interventions in the field provided a way of
seeing what has and has not been successful in the past,
and an understanding of the elements that may increase
the success of the proposed intervention. The qualitative
study gave us the opportunity to explore the supportive
care needs of this user group in an in-depth way provid-
ing focussed direction for the intervention and a way of
identifying any gaps.



Page 14 of 18

(2022) 8:175

Hughes et al. Pilot and Feasibility Studies

3jA1say|

Buirosdull Ul 92uUspyuod paroidul| -
$S213SIp [PUON

-OW3 JO JuawWabeurw-J|as paroidw| «
SSIISIP [BUOIIOW JO JUsWabe
-UBW-J[35 Y3 Ul 9dU3pyu0d paroiduw| «

$SS211SIP [eUOn
-0W? Jo Juswabeuew-yjas panoidul «
$S241SIP [PUOIIOW JO JUDWSHR
-UBW-|3S DY Ul 92USPYU0d paroidu| »

191p 2A0i1dW] O} UOIIBAIO
abpajmouy uonuinu paroidul -

9]A15941] @A0Id W OF UOIIBALIOIA »
2bpajmouy eDd paseaidu| -
swwelboid ay1 yum Jusuwsbebuy -

KA [edIsAyd 9seaidul 01 UOIBANOA
9bpaMmouy| BDd paseasnu| -
swiweiboid sy yum 1uswabebus -

Kemyied Sy ay1

UO UsW 1ay1o wolj 1oddns [e1dos «
ddIApe

/51001 JUsUlabeuRW-{|S 40} 3IISa(
$$213SIp [PUOIIOWT -

:paniodal aduaipne 19bie|

SS2U1SIP [PUOIIOWD
paniodal-j[ss Jo sjaA3] ybiy ssaippe
015|001 JUSWSHRURW-JDS YUM USW
apinoid 0} wie sanbiuyda) Uoliexe|dy
DIApe

/5|001 JUsWISBRURW-J|3S IO} 2119 *
$SS2U1SIP [PUOROWT

:paviodal aduaipne 186.e]

adIApe
/51001 JUsWiabeueW-J|9s paisanbal
Apnis aApelljenb ul adualpne 1ebie|

Kemyied gy ayy

uo uaw Jayio woij poddns |edos -
92IAPE/S|00) JUSWSDRURW-J|IS
uopewIojul 3|gelRy

‘paisanbal

Apnis aAielljenb ul adualpne 1obie|

92IAPE/S|00) JUSWSDRUBW-J[IS «
uofewIOjul 3|qelRY

‘paisanbal

Apnis aAlelljenb ur 9dualpne 1ebie]

UOIeULIOJU| P1R|2I DDUE)
-|I9AINS SAI1DE pUe 9|A1S3)l| 0} Pale|ai
SUISIUOD pUE S3NSS| JO UOISSNISI
sanbiuyay aousl|Isal

pue uolexeal 7 JO UoneIuasald -
Huldod Jo swioy bulkynuspl -

suonoNIsul doas-Ag-dais yum
paglosap sanbluydal uoliexe|a) om|

uoleullojul 131p Jadued a1elsold dyid
-ads sawos yum ‘ad1ape bunes Ayijesy
[RISUSD) 1B O} SPOOJ INOCe DINPY

UOIIBULIOJUI (3SID19XS

pue 131p) 3|A15341| 01 UONONPO.IU]
uoleulIojul

a1enbapeul 01 palejas uolelIsNy 3(qls
-sod bunahiel ‘sdue||IsAINS SAIDE O}
palejal UIadU0? Jo seale Bulkynuapl Aq
110JWOD PUR 9DURINSSE3I JO UOISIAOIG
papnpaul suonsanb yse 01 syuaned

J0J 3wl | "ue|d 1UBWILRI pUR UONIPUOD
11241 Inoge pawoyul A||ny ale syuaned
3INSUS 01 UOIIBULIOJUI JO UOISIAOIG

111noge ob 01

sAem pue A1A1De [edisAyd buiseaidul
4O SIYaUSq 3Y3 IN0ge uopewoul bul
-pinoud Auande [esisAyd uo uodas
$193yS UoPwIOjU|

3|geund Yim SO1SIeIS 19dUed 318}
-soid pue |elauab ul Jadued a1eisold
‘Busal (ySd) uabnuy dynads 218315014
'9DUEJ|I9AINS SA1D INOGE UO[BWIO)U|
31ISgM 33 0} UOIDNPOIIY|

sanbiuydal 35UBl|ISAI / UONEXE|) pUR
JuaWabeURW $S313S 0} UOIIdNPOIIU|

mwj_o_cp\_uwp 90UBI|ISaY 3 UOl1eXe|ay

19 01 SPOO4

UoBeWIOUI 3]A1S341| O3 UOI
->NPOJIUI PUB 3DURINSSEI ‘UO[RWIOM|

AuAinoe [edisAyd pue uononponu|

uoIssas dnoib aoej-031-a0e 9

paseq-qom €

paseq-gam 4

uoIssas dnoib adey-01-90e4 L

paseq-gam L

(s)anoineyaq 1abie]

ipapnpul siya sem Aym

jUaU0)

9|11} UOISSAS

apow AidA112Q  YOIM

UolUaAJoIUl 2| 9 dlqel



Page 150f 18

(2022) 8:175

Hughes et al. Pilot and Feasibility Studies

19p10 Aue uj pa33|dwod 3 P|NOD SUOISSIS SUI|UO 3IY3 3SAY] ,

siom Ul sisoubelp
Buibeuew Ul 35uapyuod paroidul| -

Bulipueisiapun pue

2Bpa|MOUY S PUB YD d Ul 92USpYuo)) «
pJemio) bulAow $j003 JusWabeuew
-J9s bunuswis|dwi ur 93UspPYUO)) -

$S2.1SIP [PUON
-OW? JO Juswabeurw-j9s parosdul|
$S211S1P [BUOIIOWS JO JusWabe
-UBWI-J|9S Y3 U] 92Uapyuod paroidul] «

A|21enbape pasamsue ale suon

-sonb 1uai1ed 2uNsuUS 01 SUO[ILINSUOD
151|e1Dads Ul uonesuNWWod paroiduw) «
SPUSLLY pUe A|1uue) Ylim
UOIIBDIUNWILLIOD Palejai BDd paroidul| -

$32JN0S 3|qIPID WO UOIBULIOUI
194Ny apiaoid syulT “uoneuwojUl 3|ge
-1]21 JO %2€| e patiodas dualpne 1961

A)|IGeIUNODDE SUWIOS
saplroid pue ssaiboid bulioyuow
-J|95 Jo Aem e sapiroid Bues [eon

wsW
-abeuRW-{3S Ple 01 DIAPE [ed13dRIg

Kemyied Sy 9y1 UO UsW

19410 Woij 1oddns [e120S JO UOISIAOI]
5|00} JUsWabeURW-J[3S

YUM pIemioj BUIAOW Ul 92USpYuod
apiroid 01 swwelboid aY A0 1uled)
U99q Sey 1y} |[e JO JUSUISDIOMIDY
siaupied J1ay1 pue usw

941 4104 10J pa||y 24e Bulpuelsiapun
pue abpajmous| Ul sdeb ainsus o]
uon

-eDIUNWWOD Pale|al Sy//eDd 910WOid +
‘01 PopN|DUl SIaUlLIeg

Ealliel
/5001 JUaUWIRbRURW-J|3S O dUISa(
$S2U1SIP [PUOIOWT *

:paniodal aouaipne 19b.e|

Bulpuelsiopun 1o a6pajMouy
ul sdeb Aue ||y djay Aew suoneynsuod
129ds Ul UoIEDIUNWWOD panoidw|

$$911SIP [PUOIIOWS DNPaJ
Aew Ajludej pue SpUSLI Yim uoled
-lUNWWOD pajeal Sy/eDd parocidu|

UONBWIOJUI 3|qeI|24 JO XDBT »
$S213SIp [PUOIIOWT -
:paiodal adusipne 19bie|

UQISSas Ydeo 01 pale|al
S92IN0Sal |NJasn O SHUI| 21ISGaAN

SISeQ API99M B UO PIMBIIASI
sue|d pue s|eoo) "auo ydes Yyim ob
01 ueld e yum ‘sjeob Apjeam ¢—|

sisoubelp

e BUIAI9D3) J214e }JOM Yiim Buleap
1Noge uolewoul sapiroid pue (Bul
-yied jeudsoy Joj buiked ‘sjdwexs 10y)
S9NSS| [ed110eid INOGER 3IAPE SI9A0D

swiweiboid

33 Ul pa1an0d buiyiAue noge Ajep
uteb 01 syuedpinied oy AyunyoddQ -
awwelboid JAILDV

-0¥d Y1 INOGE 32eqpaaj/uoissndsiq «
asn

2Ininy 1oj sanbjuydal adual|Isal pue
uonexe|al bundepe pue buiojulRy
ulw O Jaye uols

-$35 93U 2AB3]| 01 SIaULIRY "S9DUBIIRAXD
2leys pue suonsanb yse o1 syuedidiied
3y1 Jo siaulled ayi Joy Anunpiodd -

sbuijaay

pue s1ybnoyi asay1 aonpal Jo/pue
abeuew 03 MOY INOQE 3DIAPE SIPIAOI]
‘Budusiiadxe aq Aewl usaw ay3 sbulaay
pue s3ybnoy BuIssaNsIp Sa5sUPPY

SUOIe}NSUOD
151|e1D3ds JO 1IN0 150U 3y1 196 03 MOH
Ajlwe) pue spuallj Yim

Sy Jo/pue eDd 4o 123[gns ay1 yoeoudde
01 MOY INOQe SeapI PUR IAPY

SHUIl g9M 9-1
BUIMBIASI
uejd pue [eoo) / bumass uejd pue [eoo o-1

SHoM pue Aauow ‘34| Ajled Psea-GaM 9

UOISSS SIY3 JO UIW 07
sanbjuyda) Uoexe|al  1SIY Y3 0} PAMAUI SISULIRY
pue Juawabeuew ssaiis bundepy  UOIsSas dnoub 92e}-0)-90e4 S

,Sbuljesy pue syybnoy | Paseq-gap S

LS|euolssajold/spusliy/Ajiuiey 01 Buiyjel Pseq-GaM ¥

(s)4noineyaq 10b1e]

ipapnput siyy sem Aym

jU3jU0)

3|13 UOISSaS apow K1aA112  }P99M

(Panuiuod) 9 3jqel



Hughes et al. Pilot and Feasibility Studies (2022) 8:175

Table 7 Summary of changes from think aloud interviews

Page 16 of 18

Comments from think aloud

Action

Various aesthetic suggestions were made, for example, removing/adding
pictures, less information on each page, centralising headings

Suggestion to add in a quick summary of all sessions as part of the intro-
duction

Minor wording changes to information sheets and sessions suggested
Physical activity section needs to be relevant to PCa

Physical activity session assumes all participants are unfit, amend wording
to remove this assumption

Add more examples of goals
Add in the benefits of talking to others
Section about talking to professionals implies there will be problems

Add statement that doctors / nurses will not be embarrassed by certain
topics

Make goal page printable

All suggestions were discussed within the research team and the majority
were implemented

Added as suggested

Implemented as suggested

Physical activity advice was included, and recommendations in line with
NHS guidance. The research team added information to explain how
improving physical activity can improve wellbeing and general health

Implemented as suggested

Added as suggested
Added as suggested
Wording adjusted to remove implication
Added as suggested

Actioned as suggested

PROACTIVE Southampton

PROState ACTIVE surveillance support

PROACTIVE

PROstate ACTIVE surveillance support

UNIVERSITY OF

Southampton

Welcome to PROACTIVE

« There are six sessions in total - one
per week. You will be able to login and
access previous sessions at any time.

+ The purpose of this online resource is to
support men undergoing Active Surveillance

for low grade prostate cancer. Prostate cancer

information sheets
« Everyone is different, and some people wil
feel more anxious than others following this

« In some sessions you will be asked to
make some small, simple goals and

diagnosis. review them the following week. See this session
again

« As new topics are addressed throughout this + On the next couple of pages you will

resource you may find your anxiety levels see an overview of the topics you will

increase temporarily. The overall aim is to cover.

reduce anxiety, but it is important to address

all of these topics at the outset.
« This resource aims to provide you with clear

information about prostate cancer,and gve i P IRROACTIVE

you ways of managing your anxiety levels. PROstate ACTIVE surveillance support
« The topics addressed are designed to

complement your group sessions. g N

Active surveillance
Back

What is Active Surveillance?

Useful links

« To view the Prostate Cancer UK information on Physical Activity
click here.

« Click here to see the Macmillan advice on physical activity.

+ For more information about prostate cancer click here.

« Click here to see the NHS Direct Prostate Cancer decision

making tool.

UNIVERSITY OF

PROACTIVE Southampton

PROstate ACTIVE surveillance support

Physical activity

+ As you become fitter your chosen
activities may include fast walking,

« The amount of physical activity you are
able to do will depend on your existing

+ Active Surveillance is the process of closely
monitoring a patient's condition as an
alterative strategy to giving radical treatment
unless there are significant changes. It is
often used to manage non-aggressive
prostate cancer.

care providers.
+ Monitoring with Active Surveillance avoids
the need for unnecessary radiation or surgery
and helps you and your doctor decide when it
is best to intervene, if and when intervention
becomes necessary.

| Back

+ You can talk to your doctor or nurse
about possible implications of your
prostate cancer growing.

+ You may find it helpful to share
concerns with family, friends or health

level of fitness. We recommend you start
slowly.

cycling, swimming, playing tennis or
attending a dance class. Whatever
activity you choose it is important
that it increases your heart rate and
makes you feel warm. If you are
working at the right level you should
feel able to talk, but not to sing a
day. Gradually increase the length of time song.

and the frequency of your activity as you
become fitter.

« If you are currently not very active try
participating in a gentle activity, such as
walking, for short periods of time. For
example, a 15 minute walk every other

« Consult your doctor or nurse if you
are unsure about the levels of
physical activity you should
undertake with your current health
conditions.

« Current government guidelines

recommend 150 minutes physical activity
- aweek. This can be broken down into 30
minute sessions 5 times a week.

Back Next

Fig. 3 PROACTIVE screenshots

Integrating the results from these 4 components we
were able to create a set of key guiding principles. The
key guiding principles summarised the design objectives
and provided focus for decision making. Our logic model
provided a visual representation of how the intervention
might work, displaying the intervention ingredients and

how these translate into the causal mechanisms likely to
bring about change.

Armed with the understanding gained from the above-
mentioned processes, we were able to create the pro-
totype PROACTIVE intervention. The think-aloud
interviews provided further clarity, and the minor
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changes made due to the results of these interviews
improved our confidence in the intervention.

This methodological approach is rigorous but flex-
ible. For other interventions, the stages and processes
may differ depending on the context of the intervention
[15, 16, 44, 45], for example, if there is already a large
base of existing qualitative research, new qualitative
research may not be necessary.

Strengths, limitations and future research

Treatment for PCa is a rapidly changing and advancing
field, for example, medical technology and the accu-
racy of diagnostic tests continually being improved. For
this reason PCa interventions (including PROACTIVE)
would need to be updated regularly to stay current and
accurate. The advantage of this development process is
that it has produced a core product based on a rigorous
transparent process with clear guiding principles that
can easily be shared, adapted and updated, negating the
need to repeatedly start from scratch.

The PBA recommends incorporating behavioural sci-
ence into the development of interventions by integrat-
ing a ‘theory-based’ approach with the PBA processes
as best practice. In this instance, this was not possible
due to time and resource constraints. Further research
conducting theory-based processes, and mapping the
findings to the intervention, identifying any gaps, would
be beneficial to potentially strengthen the intervention.

Conclusion

This paper outlines the stages we followed using the
PBA to develop the PROACTIVE intervention. The
planning and development process is key to successful
delivery of an appropriate accessible intervention. This
meticulous description in a clinical setting using this
rigorous but flexible method is a useful demonstration
for others developing similar interventions.

Acknowledgements

We would like to acknowledge Prostate Cancer UK for funding the study.
Professor George Lewith sadly passed away before publication. We would like
to acknowledge him as the lead investigator for the PROACTIVE project. He is
responsible for leading the team with design and development decisions.
Lastly, we would like to acknowledge Katherine Bradbury for offering advice
and guidance with the Person-Based Approach.

Authors’ contributions

SH: Part of the team that designed and developed PROACTIVE. Created the
PROACTIVE prototype website. Drafted the paper. AK: Part of the team that
designed and developed PROACTIVE. Developed the content of the group
sessions. Made substantial contributions to the paper with comments and
advice. HE: Made substantial contributions to the paper with comments and
advice. BS: Made substantial contributions to the paper with comments and
advice. BB: Made substantial contributions to the paper with comments and
advice. The authors read and approved the final manuscript.

Funding
Prostate Cancer UK, Grant/Award Number: PG14-023.

Page 17 of 18

Availability of data and materials
The datasets supporting the conclusions of this article are included within the
article and its additional files.

Declarations

Competing interests
The authors declare that they have no competing interests.

Author details

'Primary Care Population Sciences and Medical Education, University

of Southampton, Southampton, UK. 2Department of Nursing, Cyprus Univer-
sity of Technology, Limassol, Cyprus. >Department of Applied Health Research,
University College London, London, UK. “Health Sciences, University of South-
ampton, Southampton, UK.

Received: 10 January 2022 Accepted: 15 July 2022
Published online: 09 August 2022

References

1. Smittenaar CR, Petersen KA, Stewart K, Moitt N. Cancer inci-
dence and mortality projections in the UK until 2035. Br J Cancer.
2016;115(9):1147-55.

2. BrayF, Ferlay J, Soerjomataram |, Siegel RL, Torre LA, Jemal A. Global
cancer statistics 2018: GLOBOCAN estimates of incidence and mor-
tality worldwide for 36 cancers in 185 countries. CA Cancer J Clin.
2018;68(6):394-424.

3. Bellardita L, Valdagni R, van den Bergh R, Randsdorp H, Repetto C, Vend-
erbos LD, et al. How does active surveillance for prostate cancer affect
quality of life? A systematic review Eur Urol. 2015,67(4):637-45.

4. Watts S, Leydon G, Birch B, Prescott P, Lai L, Eardley S, et al. Depression
and anxiety in prostate cancer: a systematic review and meta-analysis of
prevalence rates. BMJ Open. 2014;4(3):2003901.

5. Watts S, Leydon G, Eyles C, Moore CM, Richardson A, Birch B, et al. A quan-
titative analysis of the prevalence of clinical depression and anxiety in
patients with prostate cancer undergoing active surveillance. BMJ Open.
2015;5(5):006674.

6. Taylor KL, Hoffman RM, Davis KM, Luta G, Leimpeter A, Lobo T, et al. Treat-
ment preferences for active surveillance versus active treatment among
men with low-risk prostate cancer. Cancer Epidemiol Biomark Prev.
2016;25(8):1240.

7. Biddle S.The psychological impact of active surveillance in men
with prostate cancer: implications for nursing care. Br J Nurs.
2021,30(10):S30-7.

8. Watts S. The assessment and management of anxiety and depression in
prostate cancer patients being managed with active surveillance. South-
ampton: University of Southampton; 2014.

9. McIntosh M, Opozda MJ, Evans H, Finlay A, Galvao DA, Chambers
SK, et al. A systematic review of the unmet supportive care needs
of men on active surveillance for prostate cancer. Psychooncology.
2019;28(12):2307-22.

10. Donachie K, Cornel E, Adriaansen M, Mennes R, Oort |, Bakker E, et al.
Optimizing psychosocial support in prostate cancer patients during
active surveillance. Int J Urol Nurs. 2020;14(3):115-23.

11. Parker PA, Davis JW, Latini DM, Baum G, Wang X, Ward JF, et al. Relation-
ship between illness uncertainty, anxiety, fear of progression and quality
of life in men with favourable-risk prostate cancer undergoing active
surveillance. BJU Int. 2016;117(3):469-77.

12. Latini DM, Hart SL, Knight SJ, Cowan JE, Ross PL, Duchane J, et al. The
relationship between anxiety and time to treatment for patients with
prostate cancer on surveillance. J Urol. 2007;178(31):826-31 (discussion
31-2).

13. Yardley L, Morrison L, Bradbury K, Muller I. The person-based approach to
intervention development: application to digital health-related behavior
change interventions. J Med Internet Res. 2015;17(1):e30.

14. Yardley L, Ainsworth B, Arden-Close E, Muller |. The personbased
approach to enhancing the acceptability and feasibility of interventions.
2015.



Hughes et al. Pilot and Feasibility Studies

20.

21.

22.

23.
24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34

35.

(2022) 8:175

Band R, Bradbury K, Morton K, May C, Michie S, Mair FS, et al. Intervention
planning for a digital intervention for self-management of hyperten-
sion: a theory-, evidence- and person-based approach. Implement Sci.
2017;12(1):25.

Band R, Hinton L, Tucker KL, Chappell LC, Crawford C, Franssen M, et al.
Intervention planning and modification of the BUMP intervention: a
digital intervention for the early detection of raised blood pressure in
pregnancy. Pilot Feasibility Stud. 2019;5:153.

Bradbury K, Steele M, Corbett T, Geraghty AWA, Krusche A, Heber E, et al.
Developing a digital intervention for cancer survivors: an evidence-,
theory- and person-based approach. NPJ Digit Med. 2019;2:85.

Hughes JG, Leydon GM, Watts S, et al. A feasibility study of a psycho-
educational support intervention for men with prostate cancer on active
surveillance. Cancer Reports. 2019;e1230.

van den Bergh RC, Essink-Bot ML, Roobol MJ, Wolters T, Schroder FH,
Bangma CH, et al. Anxiety and distress during active surveillance for early
prostate cancer. Cancer. 2009;115(17):3868-78.

Van den Bergh R, Essink-Bot ML, Robol MJ, Schroder FH, Bangma C, Stey-
erberg EW. Do anxiety and distress increase during active surveillance for
low risk prostate cancer? J Urol. 2010;183:1786-91.

Burnet KL, Parker C, Dearnaley D, Brewin CR, Watson M. Does active
surveillance for men with localized prostate cancer carry psychological
morbidity? BJU Int. 2007;100(3):540-3.

Steineck G, Helgesen F, Adolfsson J, Dickman PW, Johansson JE, Norlén
BJ, et al. Quality of life after radical prostatectomy or watchful waiting. N
Engl J Med. 2002;347(11):790-6.

Zigmond AS, Snaith RP. The Hospital Anxiety and Depression Scale. Acta
Psychiatr Scand. 1982,67:361-70.

NHS: The Information Centre for Health and Social Care. Health Survey for
England 2005: Health of Older People. 2007.

Parker PA, Pettaway CA, Babaian RJ, Pisters LL, Miles B, Fortier A, et al.

The effects of a presurgical stress management intervention for men
with prostate cancer undergoing radical prostatectomy. J Clin Oncol.
2009;27(19):3169-76.

Penedo FJ, Dahn JR, Molton |, Gonzalez JS, Kinsinger D, Roos BA, et al.
Cognitive-behavioral stress management improves stress-management
skills and quality of life in men recovering from treatment of prostate
carcinoma. Cancer. 2004;100(1):192-200.

Penedo FJ, Molton |, Dahn JR, Shen BJ, Kinsinger D, Traeger L, et al. A
randomized clinical trial of group-based cognitive-behavioral stress man-
agement in localized prostate cancer: development of stress manage-
ment skills improves quality of life and benefit finding. Ann Behav Med.
2006;31(3):261-70.

Carlson LE, Speca M, Patel KD, Goodey E. Mindfulness-based stress reduc-
tion in relation to quality of life, mood, symptoms of stress, and immune
parameters in breast and prostate cancer outpatients. Psychosom Med.
2003;65(4):571-81.

Carlson LE, Speca M, Faris P, Patel KD. One year pre-post intervention
follow-up of psychological, immune, endocrine and blood pressure
outcomes of mindfulness-based stress reduction (MBSR) in breast and
prostate cancer outpatients. Brain Behav Immun. 2007;21(8):1038-49.
Templeton H, Coates V. Evaluation of an evidence-based education pack-
age for men with prostate cancer on hormonal manipulation therapy.
Patient Educ Couns. 2004;55(1):55-61.

Berglund G, Petersson LM, Eriksson KC, Wallenius |, Roshanai A, Nordin
KM, et al."Between Men": a psychosocial rehabilitation programme for
men with prostate cancer. Acta Oncol. 2007;46(1):83-9.

Lepore SJ, Helgeson VS, Eton DT, Schulz R. Improving quality of life in
men with prostate cancer: a randomized controlled trial of group educa-
tion interventions. Health Psychol. 2003;22(5):443-52.

Bailey DE, Mishel MH, Belyea M, Stewart JL, Mohler J. Uncertainty
intervention for watchful waiting in prostate cancer. Cancer Nurs.
2004;27(5):339-46.

Chambers SK, Ferguson M, Gardiner RA, Aitken J, Occhipinti S. Interven-
ing to improve psychological outcomes for men with prostate cancer.
Psychooncology. 2013;22(5):1025-34.

Kazer MW, Bailey DE Jr, Sanda M, Colberg J, Kelly WK. An Internet inter-
vention for management of uncertainty during active surveillance for
prostate cancer. Oncol Nurs Forum. 2011;38(5):561-8.

36.

37.

38.

39.

40.

41.

42.

43.

44,

45.

Page 18 of 18

Osei DK, Lee JW, Modest NN, Pothier PK. Effects of an online support
group for prostate cancer survivors: a randomized trial. Urol Nurs.
2013;33(3):123-33.

Weber BA, Roberts BL, Resnick M, Deimling G, Zauszniewski JA, Musil

C, et al. The effect of dyadic intervention on self-efficacy, social sup-

port, and depression for men with prostate cancer. Psychooncology.
2004;13(1):47-60.

Craig P, Dieppe P, Macintyre S, Michie S, Nazareth |, Petticrew M. Develop-
ing and evaluating complex interventions: the new Medical Research
Council guidance. Int J Nurs Stud. 2013;50(5):587-92.

Pagliari C. Design and Evaluation in eHealth: Challenges and Implications
for an Interdisciplinary Field. J Med Internet Res. 2007,9(2):e15.

Baker TB, Gustafson DH, Shah D. How can research keep up with eHealth?
Ten strategies for increasing the timeliness and usefulness of eHealth
research. J Med Internet Res. 2014;16(2):e36.

van Gemert-Pijnen JEWC, Nijland N, van Limburg M, Ossebaard HC,
Kelders SM, Eysenbach G, et al. A holistic framework to improve the
uptake and impact of eHealth technologies. J Med Internet Res.
2011;13(4).e111.

Van Velsen L, Wentzel J, Van Gemert-Pijnen JEWC. Designing eHealth that
matters via a multidisciplinary requirements development approach.
JMIR Res Protoc. 2013;2(1):e21.

Yen P-Y, Bakken S. Review of health information technology usability
study methodologies. J Am Med Inform Assoc. 2012;19(3):413-22.
Morton K, Ainsworth B, Miller S, Rice C, Bostock J, Denison-Day J, et al.
Adapting behavioral interventions for a changing public health context:
a worked example of implementing a digital intervention during a
global pandemic using rapid optimisation methods. Front Public Health.
2021,9:668197.

Muller I, Santer M, Morrison L, Morton K, Roberts A, Rice C, et al. Combin-
ing qualitative research with PPI: reflections on using the person-based
approach for developing behavioural interventions. Res Involv Engagem.
2019;5:34.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in pub-
lished maps and institutional affiliations.

Ready to submit your research? Choose BMC and benefit from:

fast, convenient online submission

thorough peer review by experienced researchers in your field

rapid publication on acceptance

support for research data, including large and complex data types

gold Open Access which fosters wider collaboration and increased citations

maximum visibility for your research: over 100M website views per year

K BMC

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions




	Planning and developing a web-based intervention for active surveillance in prostate cancer: an integrated self-care programme for managing psychological distress
	Abstract 
	Objectives: 
	Methods: 
	Results: 
	Conclusions: 
	Trial registration and Ethical Approval: 

	Key messages regarding feasibility
	Background
	Methods
	Using the person-based approach to guide PROACTIVE planning

	Intervention planning
	Intervention design
	Key guiding principles
	Developing a logic model
	Public and patient involvement.

	Results
	The PROACTIVE prototype
	The intervention
	Think aloud interviews to refine PROACTIVE
	PROACTIVE ready for feasibility study

	Discussion
	Summary
	Strengths, limitations and future research

	Conclusion
	Acknowledgements
	References


