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* Qualitative Evidence Synthesis

* Taking a Behavioural Approach

« Specifying, Diagnosing and Treating the behaviour

« ENCOUNTER preliminary findings

e What's next?

o Health Research Board
o0
= JTMRN
< s ch!

Trios Methodalogy Reseorch Netwerk

www.encounterstudy.ie



Trials Methodology

TMRP

Research Partnership

OE Gaillimh
NUI Galway

Health Services
) Research Unit

Health Research Board

° Health Research Board
o®

="y TMRN

Trials Methodology Research Network

Study

rEcruiter’s experieNCe Of recrUiting

pregNanT womEn to clinical tRials .
oty www.encounterstudy.ie



Healy et al. Trials (2018) 19:147

https://doi.org/10.1186/513063-018-2544-4 Tria |S P Ri o R iTy stu d y
Question 5

Identifying trial recruitment uncertainties @

using a James Lind Alliance Priority Setting SOPRIORITY s suo  mmowm avesoncevsomsens ovssnon e susccanons <o
Partnership - the PRioRiTy (Prioritising =
Recruitment in Randomised Trials) study i e s e

current clinical care pathways? L (3 i ake recruitment

Patricia Healy'*'®, Sandra Galvin'*, Paula R. Williamson®, Shaun Treweek®, Caroline Whiting®, Beccy Maeso®,
Christopher Bray®, Peter Brocklehurst’, Mary Clarke Moloney®, Abdel Douiri®, Carrol Gamble®, Heidi R. Gardner”
Derick Mitchell'®, Derek Stewart'", Joan Jordan'®, Martin O'Donnell’'?, Mike Clarke™'?, Sue H. Pavitt'®,

Eleanor Woodford Guegan'®, Amanda Blatch-Jones'®, Valerie Smith™'®, Hannah Reay'” and Declan Devane'?

What are the barriers and enablers What are the key motivators
Abstract for clinicians/healthcare influencing members of the public's
professionals in helping conduct decisions to take partina
Racl Sl PR o VI T—— . ‘ o randomised trials? randomised trial?

What are the barriers and enablers
for clinicians/healthcare

professionals in helping conduct
randomised trials?

3 P Health Research Board
'0.’
<0 TMRN

rBcruiter's sxperioN€a Of recrliting
pragNanT womn to clinical tRials



Recruitment in pregnancy

What's different about it?

 Dyad of mother & baby offers
an extra layer of complexity to
the challenge of recruitment

Why does it matter?
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Health Policy I

Inclusion of pregnant women in COVID-19 treatment trials: @ ®
a review and global call to action N

Melanie M Taylor, Loulou Kobeissi, Caron Kim, Avni Amin, Anna E Thorson, Nita B Bellare, Vanessa Brizuela, Mercedes Bonet, Edna Kara, m
Soe Soe Thwin, Hamsadvani Kuganantham, Moazzam Alj, Olufemi T Oladapo, Nathalie Broutet

Inclusion of pregnant women in COVID-
improve maternal health, pregnancy, and bi

s amimhimaniite \\/ithout an explicit and proactive effort to recruit and retain

BRI ) regnant women in clinical trials, the understanding of
treatment effects, dosing, side-effects, and potential benefits
of COVID-19 treatment for pregnant women will be limited.

Inclusion of pregnant women is a matter of equity as much as

efficacy and safety...”

Health Policy: Inclusion of pregnant women in COVID-19 treatment trials:
a review and global call to action
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Include pregnant women inf

The UK Confidential Enquiries into Maternal Deaths
have repeatedly highlighted inequitiesin the medical
treatmentof pregnantand pos
that women areé denied investigations and life
preserving treatments simply because they are
pregnant or ‘meastfeeding.’ 3 These inquiries
emphasise that the default position should be to
investigate and treat pregnant and breastfeeding
women in the same way as non-pregnant women,
unless there are clear reasons notto.’

Clinical trials, particularly those of drug treatments,
have typically automatically excluded pregnant o
preastfeeding women, meaning dataare unavailable
on safety and effectiveness. These challenges were
noted by the Task Force on Research specific to
Pregnant Women and Lactating Women,* which
issued 15 rewmmendaﬁons. centred around tackling
the cultural assumptions that limit scientific progress
into preventive and therapeutic interventions for
pregnant women.

This disparity in trial inclusion has been exacerbated
in the covid-19 pandemiC. A recent review reported
that of 927 trials related to covid-19, 52% explicitly
excluded pregnancy: 46% did not mention
pregnancy, and only 1.7% speci.ﬁca!ly included
pregnancy, of which just three were interventional
trials.“ The risks of untested interventions have been
highﬁghted by others,” and the moral i perative to
include pregnant women in such trials is obvious,”

but the mechanisms t0 do so are less clear.

Dealing with safety concerns

Therapy) trial shows that excluding pre gnant an
breastfeeding women need not be the default option.”
Inclusion of these women in trials has challenges,
and approaches developed for the RECOVERY trial
provide a template for other studies.

esearch—-parti
Adapting interventions and changing attitudes will drive scientific progress

Marian Kright, ' R Katie Morris, * Jenny Furniss, > Luey € Chappell”
tfeeding allows safety concerns tobeal
for women, their families, and he althcare

women, noting ptofessiona\s.

women. This problem can be mitigated by
network of maternity researchers, familiar
delivering drug trials in pregnancy whoc
rapidly mobilised to help jmplement stud

The pressure on health services in the pa'
necessitates streamlined approaches tocl
The need to adddata collection about pre
{nfant outcomes is perceived asa disinc!
inclusion of pregnant women. However
routinely collected information can €as
pasic follow-up data. 1f these datadonm
sufficient clinical
quesﬂons—such as decisions around !
jatrogenic birth—addi tional linkage t0
data may pro ide a solution. The UK
eillance gystem,” part of aninte
network,"’ facilitated rapid roll-out (
observational studies of covid-19 in
designed before the pandemic inTe

The RECOV ERY (Randomised Evaluation of Covid-19 he overcome {0 include pregnant
d women even withina rapidly evo
increasing pumbers of women are
with pre-exisﬁng conditions an(
benefit from newer therapies, D
default to including, ratherthar
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Recruiters’ perspectives of recruiting women
during pregnancy and childbirth to clinical
trials: A qualitative evidence synthesis

Vivienne Hanrahan('*, Katie Gillies?, Linda Biesty'

1 School of Nursing and Midwifery, National University of Ireland Galway, Galway, Ireland, 2 Health Services
Research Unit, Uni ity of Aberdeen, Aberdeen, Scotland, United Kingdom

* v.hanrahan1 @ nuigalway.ie

Abstract

Introduction

Research on research is key to enhancing efficacy in trial methodology. Clinical trials involv-
ing women during pregnancy and childbirth are limited, with a paucity of data guiding evi-
dence-based practice. Following a prioritisation exercise that highlighted the top-ten
unanswered recruitment questions, this qualitative evidence synthesis was designed specif-
ically to focus on the barriers and enablers for clinicians/healthcare professionals in helping
conduct randomised trials within the context of recruitment during pregnancy and childbirth.

Methods

The synthesis was undertaken using Thomas and Harden’s three stage thematic synthesis

www.encounterstudy.ie
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Included

Records identified through
database searching
(n=16650)

Additional records identified
through other sources
(n=13)

(n=3262)

Duplicates removed

(n=13401)

Records screened

Records excluded
(n =13369)

l

Full-text articles assessed
for eligibility
(n=31)

Full-text articles excluded,
with reasons
(n=26)

(n=5 papers

Studies included in
qualitative synthesis

from n = 4 studies)

Did not include recruiter’s
experiences n= 17
Hypothetical studies n=3
Reflection article n=1
Preconception trial n=1
Not a clinical trial n=1

No qualitative recruitment
data n=2

Focus on consent not
recruitment n=1
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Recruiter’s perspectives of recruiting
women during pregnhancy and
childbirth to clinical trials

From protocol to recruiter’s
lived experience

* Recruiters as gatekeepers
e Recruitment encounters
Hanrahan et al., (2020)
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Behavioural approach




e Behaviour Change Wheel
Michie et al., 2014

Theoretical
Domains

Framework (TDF)
Cane et al., 2012

: H Soc - Social influences
The Behaviour ‘/ 33 psyc h Olog ICC” - Env - Environmental Context and Resources

Egageg ti \Dlgzgfnlg : -|-h e Ori es Id - Social/Professional Role and Identity

Interventions B = Bel Cap - Beliefs about Capabilities
Sources of behaviour Opt - Optimism

Susan Michie, Lou Atkins & ! Int - Intentions

Robert West : v i Goals - Goals
ArrO ng ed N TO ] 4 Bel Cons - Beliefs about Consequences

domains Reinf - Reinforcement

: Em - Emotion
TeF Bomakes Know - Knowledge

3 ° ENCOUNTER Cog - Cognitive and 1n§erpersonal .siglls
Study Mem - Memory, Attention and Decision Processes

e e www.encounterstudy.ie Beh Reg - Behavioural Regulation
Phys - Physical skills
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So You Want to Give Stem Cells to Babies? Neonatologists and Parents’
Views to Optimize Clinical Tria)s

Mireille Guillot, MD', Sarah Asad, MSc?, Manoj M. Laiy, MD, Php?#4.5. Brigitte Lemyre, MD', Gisell Castillo, MA?,
Bernard Thébaug, mp, PHD™ %8, ang Justin Presseau, php*”

Objective To identify barriers andenablers that may influence parents’ and Neonatologists’ Participation jn clinical
trials of mesenchymaj stromal cells for bronchopulmonary dysplasia,

Study design This qualitative study involved one-on-one Semistructureg interviews with parents of extremely
preterm infants (n=18) and Necnatologists (n=1g), Interview guides and directeq content analysis were framed
using the theoretical domaing frameworfc. a tool Specifically developed for imprementation research to identify in-
fluences on behavior,
Resuits Key barriers for parents included thejr lack of know!edge about clinical trial processeg in general, stem
cells, and concerns aboyt their risks and side effects, lmpndantly, parents preferreq to be approached for recruit-
ment directly bya nNeonatologist, either before delivery or 1 or 2 weeks after birth, However, the majority of neona-
tologists felt that approaching Parents was not Part of their roje, Neonatologists reported Competing Priorities, time
commitment, Costs, and lack of institutiona| Support as significant barriers to their ability to recruit patients,
Conclusions By inzegrating stakeholders early into the developmenmf aclinical trig| of mesenchyma| stromal cel|
therapy, we identified ang can address important barriers to enrollment. Some identifieq barriers were unanticij-
Pated and coyg have COmpromised recruitment hag they not been identified by this Study. we Suggest that this
approach can be used more broadly for other early phase clinical trials in pediatrics. [ Pediatr2019;21a'4r—7},

See relateq article, p 209

'@ reterm birth is 4 leading cause of infant morbidity and mortality worldwide,! anchnpuhammr}' dysplasia (BPD), a
é' chronic lung disease with potential life-Jopg consequences, remaings one of the most Prevalent complications,” §ypy;.
vors with BPD haye impaired respiratory function, increased hospital readmission rates, ang exhibit more neurodeve.
lopmenta] problems, ™ Currently, there I8 no treatmen 1o Prevent or ameliorate BPD."
Numerous Preclinical studies support the role of cel] therapy, Specifically mesenchymal stromg| cells (MSCs), ip Promoting
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Specifying the behaviour

e Action -Behaviour that needs to change

o« Actor - Person/people that do(es) or could do the
action targeted

e« Context - Setting in which the action is performed
e Target  -To whom or for whom the action is performed

e Time - When the action is performed

Presseau et al., (2019)
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“Healthcare professional recruiters
inviting all eligible pregnant women to
participate in a trial”
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Diagnosing the behaviour

e 22 Semi-structured online interviews

. HM Broad range of clinical
npamn - backgrounds

8 individual trials (covering 15
< different sites) in Ireland & UK

e Inductive & deductive analysis
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Ouvr findings

e This is still a work in
progress... but
preliminary findings
suggest...
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Putting
women'’s
clinical care &
wellbeing first

Incentives & Precarity of Availability &
rewards employment accessibility
of resources

Benefit of
Being visible experience .
Planning &
preparation

Commitment I N d U C'I'ive

to the

research Approach

Themqlllic qanYSis to recruiting

Recruitment

Acceptability The ‘right’

Being of the participant

supported . .
Gatekeeping PP intervention
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Deductive analysis
Mapping inductive themes to the TDF

Theoretical Domains

Kn. | Sk S/PRI | Cap Opt. Con Rein. Int. Goal. | MADP | ECR | SI Em. BR

1. Availability & accessibility \

of resources
2. Benefit of experience ~ ~ N ~
3. Putting women’s clinical v N N

care & wellbeing first
4. Planning & preparation N \ N
5. Approach to recruiting v N N N
6. The ‘right’ participant N v \
7. Acceptability of the N N

intervention
8. Being supported N
9. Gatekeeping \ N N N
10. Recruitment targets v N N N
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Theoretical Domains Framework -
salient domains

e Environmental context and resources

“So, it can be quite difficult sometimes to have confidential
conversations, which really is essential. So, | offen spend time
wandering around the hospital trying to find an empty cupboard
to fry and have a conversation in. Which, | mean you manage it,

but it's not ideal.” 2RM
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Theoretical Domains Framework -
salient domains

«Social/Professional Role & Identity

“I feel like in the hospital, we're not quite second-class citizens,
but... you'd never take precedence explaining your study over a
nurse coming in, or a midwife coming into the room to a patient,
you know, giving them their medication or taking their

femperature, you'd always step back.” 17RN
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Theoretical Domains Framework -
salient domains

*Beliefs about Consequences

“If you're doing a trial, where they were having to aftend for more
visits, that might not suit someone, though some women like that, and
it is a reason they might take part in a frial. But, you know, that could

be a little bit of a burden on them, an extra burden.” 20CI/PI
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Treating the behaviour

 Co-design an
Infervention
through online
workshop

 Testing the
Intervention
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* Applying learning from
behavioural science provides
a framework to rigorously
specify, diagnose and treat
behavioural problems in trials.

[t enables learning from one
study to another to be
maximised by application of
a common set of principles
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Behavioural approach beyon
recruitment

Open access Original research

Using a behavioural approach to explore
the factors that affect questionnaire
return within a clinical trial: a
qualitative study based on the
theoretical domains framework

BM) Open

To cite: Lawrie L, Duncan EM,
Dunsmore J, et al. Using

a behavioural approach to
explore the factors that affect
questionnaire return within
aclinical trial: a qualitative
study based on the theoretical
domains framework. BMJ Open
2021;11:048128. doi:10.1136/
bmjopen-2020-048128

» Prepublication history

and additional supplemental
materials for this paper is
available online. To view these
files, please visit the journal
online (http://dx.doi.org/10.
1136/bmjopen-2020-048128).

Racpivad 28 Naremhar 2020

Louisa Lawrie
Katie Gillies

ABSTRACT

Objectives To identify barriers and enablers to participant
retention in trials requiring questionnaire return using the
theoretical domains framework (TDF).

Study design and setting We identified and subsequently
invited participants who did not return at least one
questionnaire during their participation in a clinical trial for
one-to-one semi-structured telephone interviews. We used
a behavioural framework (TDF) to explore whether any of
the behavioural domains (eg, beliefs about consequences,
emotion) affected questionnaire return. Thereafter, we
generated a series of belief statements which summarised
the content of participants’ main responses and coded
these under separate themes.

, Eilidh M Duncan, Jennifer Dunsmore, Rumana Newlands,

Strengths and limitations of this study

» We used an established theoretical framework to
explore the factors that influence questionnaire non-
response among clinical trial participants.

» It was difficult to engage trial non-responders and
thus we recruited a small purposive sample (n=9).

» Findings, and the overall approach, will be useful
for trialists to consider and adapt according to their
clinical context.

INTRODUCTION

Participants We distibuledineitesim2i9eligibletLiCly. i€ postal and electronic questionnaires are

individuals and subsequently interviewed 9 participants
who took part in the C-Gall trial. The C-Gall trial required

commonly used to obtain outcome data from
participants within randomised controlled
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