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* Importance of recruitment to RCTs
e Why is recruitment so difficult?

e What are the key challenges for recruiters?

e |s there a solution to recruitment difficulties?
e Quintet Recruitment Intervention (QRI)
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Importance of recruitment

 Need rapid recruitment of a high proportion
of eligible patients to ensure
e Tackle the most important clinical questions
e Sufficient power to answer the question
e Generalisable findings
e Efficient use of resources

e But recruitment difficulties remain the main
cause of RCTs failing...



Why is RCT recruitment so
difficult?



Clear obstacles

e Consistently reported barriers
e Organisational issues
e Fewer eligible patients than expected
e Patients’ preferences are clear and strong

“All those who’ve said ‘no’ have had very good reasons — nothing we
could do anything about. One didn’t want a computer deciding, another
wanted to keep control, others just want [int 1] full stop”



Improving logistics

e Cls and Pls work hard with CTUs to tackle
organisational barriers

e But...

“I’m a strong supporter of this trial, but it’s been a nightmare, quite
frankly... I've never had so many problems with recruitment in all my
born days”



Why is RCT recruitment really so difficult?

e Disrupts usual clinical practice
e Eligibility assessment
e Alters the doctor-patient relationship
e Requires additional

e Information provision
e Data collection and processes

e Recruitment is a complex and fragile process



What about the hidden
challenges to RCT recruitment?



Hidden challenges

e |ntellectual and emotional issues, related to
e Patient eligibility
e Clinical and research roles
e Equipoise
e Commitment
e Preferences
e ‘Control” arm
e RCT processes and terminology

e Not shared with colleagues and Cls
e Not always perceived to affect recruitment



Equipoise

“I don’t know, and | believe that that’s why I've got equipoise. | don’t know,
you don’t know, nobody knows ... That’s why it has to be randomised ...
But...

Good quality surgery’s the best option but | accept that it needs to be shown
and if you’re asking me how do | persuade a patient if | don’t believe it
myself?... Well, the answer is it’s not been shown so it’s only a hunch and
that’s what bias is so | put my biases aside.

But if they pin me down and they say, ‘do you think the earlier you get it the

more likely you are to cure it?” Well I've got to say, ‘yes’ because | think that,
you know.”



Commitment to RCT

Surgeon Z: If you go into the study, it would involve say treatment (a) or
treatment (b). We then do the treatment and follow you up afterwards for
five years to make sure.

Patient 11: Yeah, that’s interesting.

Surgeon Z: So the most important thing is that if you decide you’d rather
have treatment (a) or you’d rather have treatment (b)...

Patient 11: I’'m pretty ambivalent really.

Surgeon Z: Yes, well just don’t make that decision today. If you can’t make
your mind up, consider the study, but if you don’t want to do the study
because you’re thinking it might be too much bother, you don’t have to give
us a reason, it will not alter the way we feel about you in anyway. It’s simple,
you can walk away at any time.

Patient 11: Excellent.



Role - doctor

“I see my role as a researcher and as a clinician as engaging my patients and
the community not just for this illness but a long-term relationship for us
together to improve clinical practice and reduce uncertainty”

But...

“There’s always a slight conflict between the patient sitting in front of you
and their wishes, and wanting to take part in the trial and wanting to support
it, to increase recruitment...”

“Are you helping or hindering them when you counsel them? You know
yourself there are so many uncertainties... So it’s inevitable at times that you
feel uncomfortable.”



Role — nurse

e Most employed as researchers (nurses)
e Some could see complementarity

* Most felt conflicting roles on the boundary

between clinical and research
“How will | know when | should be a nurse and when should | be a
researcher?”

“I always have the patient’s best interests at heart at the expense of the
research... I’d never talk them into a trial, that’s not what I’'m about, I'm a
nurse, first and foremost.”

“We’re nurses carrying out research — not researchers.”



Impact on recruitment?

Doctor: There’s a proportion of patients who will say to me, “What
do you think doctor?”” And in that situation, | think my gut feeling is
important. | always tell them. | wouldn’t have become a surgeon if |

thought another form of therapy was the best form of therapy, would
|”?



Impact on recruitment?

e Nurses

“| feel a bit uncomfortable... The fact that | want them to get the intervention
group, I’'m sure that’s coming through. | tried to downplay it, but I’'m sure my

voice changes, there’s a lilt.”



Is there a solution?



Quintet Recruitment Intervention (QRI)

 QRIl integrated into feasibility, pilot or main RCTs

e QRIl applied to ongoing RCTs with recruitment
difficulties



Quintet Recruitment Intervention (QRI)

e Phase I: Identify recruitment issues
e In-depth interviews with recruiters, patients, RCT staff
e Audio-recording of recruitment appointments
e Scrutiny of study documentation
e Map eligibility and recruitment processes

e Phase ll: Plan and implement strategies to
overcome obstacles and challenges
e Recruiter feedback/training (group and individual)

e Tips documents
e Changes to trial documentation



For information about QRI collaboration
jenny.donovan@bristol.ac.uk

\_ J

/ RCT recruiter training workshops \

1-day interactive workshops to enhance skills in recruiting
7" March — NIHR CRN: WE

21nd March — NIHR CRN: WE
3" May — Surgeons only - MRC ConDuCT-II Hub

\ For further information: Nicola.Mills@bristol.ac.uk /

[Qu | n_t_eLJ

rch Integrated within T




Donovan of al. Teals 2014, 155
hittpe fwivew Dria s jowrnal.oom,/conitent1 5/1/5

K TRIALS

RESEARCH Open Access

Clear obstacles and hidden challenges:
understanding recruiter perspectives in six
pragmatic randomised controlled trials

Jenny L Donovan'”, Sangeetha Paramasivan', Isabel de Salis' and Merran Toerien”

Abstract

Background: Recruitrment of sufficient participants in an efficient manner i still widely acknow ledgec
major chalenge to the mounting and completion of randomibed controlled trials (RCTS). Few recruitm
interventions have involved staff undertaking recruitrment. This study aimed 1) to understand the e
process from the perspective of recruiters actively recruiting RCT participants in six pragmatic RCTs, ar
identify opportunities for interventions to improwe recruitment

Methods: Interviews were undertaken with 72 individuals (32 doctors or RCT Chief investigators (Cs);
ather health professionals) who werne actively recruiting participants in six RCTs to explore their experi
recruitrment The RCTs varied in scale, duration, and clinical contexts. Interviews were fully ranscribed
using qualitative content and thematic analytic methods derived from grounded theory. Far this anah
systematically extracted from each RCT and synthesised across all six RCTs to produce a detailed and
understanding of the recruitment process from the perspectives of the recrulters.

Resules: Recruiters readily identified arganisational difficulies, fewer than expected eligible patients, a

treatment preferences as the key bamiers to recruitment. As they described their experiences of recrul
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Abstract
Background: Patients' treatment preferences are often cited as bamiers to recrultment in randomized controlled
trials (RCTs). We Investigated how RCT recruiters reacted to patients’ treatment preferences and ldentified key
strategles to improve Informed declsion-making and trial recrultment
Methods: Audic-recordings of 103 RCT recruitment appointments with 9 participants In three UK multicenter
pragmatk RCTs were analyzed using content and thematic analysis. Recruiters’ responses to expressed treatment
preferences were assessed In one RCT (ProtecT - Prostate testing for cancer and Treatment) in which training on
mespondences jan exploring preferences had been given, and compared with two other RCTs where this specific training had not
"Sehenl of Soxial and | been given.
'_I" ¥ a"':" B8 25U Results: Recruiters elicited treatment preferences similarly In all RCTs but responses to expressed preferences
Full Bt of suthar inflos differed substantially. In the ProtecT RCT, patients’ preferences were not accepted at face value but were
explored and discussed at length in three key ways: eliciting and acknowledging the preference rationale,
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The intellectual challenges and emotional consequences of equipoise
contributed to the fragility of recruitment in six randomized
controlled trials™
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Abstract

Ohjective: The aim of the study was to investigate how doctors considered and experienced the concept of equipoise while recruiting

patients to randomized controlled trials (RCTs).

Study Design and Setting: In-depth interviews with 32 doctors in six publicly funded pragmatic RCTs explored their perceptions of equi-
poise as they undertook RCT recruitment. The RCTs varied in size. duration, type of complex intervention, and clinical specialties. Interview
data were analyzed using qualitative content and thematic analytical methods derived from grounded theory and synthesized across six RCTs.

Results: All six RCTs suffered from poor recruitment. Doctors wanted to gather robust evidence but experienced considerable discom-
fort and emotion in relation to their clinical instincts and concerns about patient eligibility and safety. Although they relied on a sense of
community oquipoisc to justify participation, most acknowledged having “hunches™ about particular treatments and patients. some of
which undermined recruitment. Surgeons experienced these issues most intensely. Training and support promoted greater confidence in
equipoise and improved engagement and recruitment.

Conclusion: Recruitment to RCTs is a fragile process and difficult for doctors intellectually and emotionally. Training and support can
cnable most doctors to become comfortable with key RCT concepts including cquipeise, uncertainty, patient eligibility, and randomization,
promoting a more resilient recruitment process in parinership with patients. @ 2014 The Authors. Published by Elscvier Inc. All rights

reserved.
Kevwords: Randomized controlled trials; Recruitment; Equipoige; L

inty; Quali by, Uncertainty: Training

1. Introduoction

Recruitment o randomized controlled trials (RCTs) is
difficult. Approximately 50% of initiated RCTs reach their
original recruitment target [1], and poor recruitment under-
mines the power of RCTs to answer key questions and their
external validity and leads o considerable waste of research
resources, Most research on RCT recruitment has focused on
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ways of increasing patient participation, for example, by
providing additional or favorable information [2] or
comparing lengths of information sheets [3]. However, sys-
tematic reviews have identified only a small number of suc-
cessful imerventions directed at patients [4] and pointed to
the lack of prospective research in ongoing RCTs and swudies
involving recriters [5]. The research that has been done with
recruiters includes a survey of pediatricians that suggested
that their views could influence levels of participation [6]
and two studies that have indicated that difficulties with
equipoise can act as a bamier o recruitment to RCTs [7.8].

There has been considerable debate about the concept of
“equipoise™ in relation to RCTs since the study design was
first formally recognized in the 1940s. At the heant of the
debate is the need to justify the recruitment of patients to
studies incorporating an experiment rather than ensuring
they receive the best medical care under a physician’s
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