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 Randomized trials conducted in preparation for a future definitive trial of
effectiveness or efficacy

* Primary aim: feasibility of the future definitive trial

Checklist applies to:

* Norestrictions on terminology used to describe the preparatory trial
* Norestrictions on the design of either trial
 Doesn't apply to internal pilot studies.

RESEARCH METHODS AND REPORTING

OPENACCESS  CONSORT 2010 statement: extension to randomised pilot and
feasibility trials

Sl Sandra M Eldridge,! Claire L Chan,! Michael ] Campbell,2 Christine M Bond,? Sally Hopewell,#
Lehana Thabane,® Gillian A Lancaster® on behalf of the PAFS consensus group
' "Centre for Primary Care and The Consolidated Standards of Consequently, although much of the

Zun?ffrggagpiiudfwﬂon, Reporting Trials (CONSORT) statement  information to be reported in these

UK . - - . h - . P - .
rethool of Health and reiates 15 @ gUIdeline designed to improve the  trials is similar to those in randomised

Y/

Research, Uniersiy of transparency and quality of the controlled trials (RCTs) assessing
efneld, emeld, . . - .

SCentre of Academic Primary reporting of randomised controlled effectiveness and efficacy, there are
care, University of Aberdeen, trials (RCTs). In this article we present some key differences in the type of
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Identification 3s & randornised trial in the title Identification a5 a pilot o feasibility randomissd
trial in the title

objectives or research questions for pilot

fethods,
ICE 588

{

scientific background and explanation of rationzle  Scientific background and explanation of rationale

fior future definitive trial, and reasons for
randomisad pilot trial

specific oibjectives or hypotheses Specific objectives or research questions for pilot
trial
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Design Population Setting &
Recruitment

Similarity of Randomisation
interventions implementation

Randomisation Allocation Blinding
type concealment
Outcomes Statistical Stopping rules
methods
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“In this feasibility trial, the research aim was to explore trial design, staff
and resident acceptability of the interventions and outcome measures and
to provide data to estimate the parameters required to design a definitive
RCT....The primary objectives of the trial were as follows:

1. To assess how many care homes accepted the invitation to participate

* 2. To determine whether the eligibility criteria for care home residents
were too open or too restrictive by estimating feasible eligibility and
recruitment rate.

* 3. To assess retention of care homes and residents by estimating 3 and 6-
month follow-up rates.

* 4. To investigate the acceptability of nutritional support interventions to
malnourished care home residents in terms of compliance and to care
home staff in terms of adherence to the intervention schedule.

e 5. To assess the acceptability and feasibility of the outcome measures

Stow R, Ives N, Smith C, Rick C, Rushton A. A cluster randomised feasibility trial evaluating nutritional interventions in the treatment of
malnutrition in care home adult residents. Trials. 2015;16(1):433.

@ibtnetwork #ibtn2020 @ChristineBond20
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Description of trial design (swuch as parallel, factorial) Description of pilot trial design (such as parallel,
including allocation ratio factorial) induding allocation ratio

3b Impzrtant changes to methods after trial Important changes to methods after pilot trial

criteria), with

How participants were identified and
consented

settings and locations where the data were
collected

How participants were identified and consented

The interventions for each group with sufficent
details to allow replication, including how and when
they were actually administerad

@ibtnetwork #ibtn2020 10
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Between May and October 2013, clinical staff at
participating gastroenterology outpatient clinics scanned
and identified potential participants that met the study
inclusion criteria. Then, either study invitation packs were
sent to patients with researchers contact details or patients
seen consecutively in clinics were approached with the
study information. All study information was co-designed
with patients from the patient-involvement group.
Interested participants then registered their interest with
the researcher by telephone or email. This was followed up
with a screening visit with the researcher and then informed
written consent was obtained

Schoultz M, Atherton I, Watson A. Mindfulness-based cognitive therapy for inflammatory bowel disease
patients: findings from an exploratory pilot randomised controlled trial. Trials. 2015;16(1):1-13

: : @ChristineBond20
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Completely defined pre-specified primary and secondary Completely defined pre-specified assessments or

outcome measures, including how and when they were ~ measurements to address each pilot trial objective

assessed specified in 2b, including how and when they were
assessed

Completely defined pre-specified assessments or
measurements to address each pilot trial objective
specified in 2b, including how and when they were
assessed

Scquciice

Type of randomisation; details of any restriction (such as Type of randomisation(s); details of any restriction (such
blocking and block size) as blocking and block size)

Allocation concealment

mechanism:

Mechanism used to implement the random allocation
sequence (such as sequentially numbered containers),
describing any steps taken to conceal the sequence until
interventions were assigned

Implementation:
Who generated the random allocation sequence, who

enrolled participants, and who assigned participants to
interventions

@ibtnetwork #ibtn2020 @ChristineBond20 @CAPCAberdeen
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Acceptability and demand were assessed in terms of the usage and
repeated usage of the intervention by the patients in the trial indicated
by logged user statistics. The interventions’ practicability was
considered as the ability to log in and occurrence of constraints in
delivery and was assessed in terms of the percentage of users in
adolescents and professionals, its bounce percentage (percentage of
login-errors) and other login-problems. ....... Integration was assessed in
terms of the extent to which our web-based intervention promotes
care that was consistent with recognized standards of diabetes care for
adolescents including those published by the International Diabetes
Federation (IDF) in collaboration with the International Society for

Pediatric and Adolescent Diabetes (ISPAD) and the American Diabetes
Association (ADA; 3, 33)

Boogerd EA, Noordam C, Kremer JA, Prins JB, Verhaak CM. Teaming up: feasibility of an online
treatment environment for adolescents with type 1 diabetes. Pediatric diabetes. 2014;15(5):394-402
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If done, who was Dinded after assiznment to interventions

(for example, participants, care providers, those assessing
outcomes) and how

Methods used to address each pilot trial objective
whether qualitative or quantltatlve

statsocal method: wsed To compare group Tor primary and E .
semdaw outoomes qualitative or quantitative

Iethods fm{adtiﬁnml anzfyses, such as subsroup analyses  Motapplcatle
2nd adjusted analyses

@ibtnetwork #ibtn2020 @ChristineBond20 @CAPCAberdeen
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* The feasibility outcomes were reported
descriptively and narratively. For the clinical
endpoints, only descriptive statistics, mean
(standard deviation) for continuous outcomes
and raw count (%) for categorical outcomes, were
reported

Forero M, Heikkila A, Paul JE, Cheng J, Thabane L. Lumbar transversus abdominis
plane block: the role of local anesthetic volume and concentration—a pilot,
prospective, randomized, controlled trial. Pilot and Feasibility Studies.
2015;1(1):10.
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For each growp, the numbers of participants who were
randomly assigned, received intended treatment, and wears
analysad for the primary outcome

For each growp, losses and exdusions after randornisation,
together with reasons
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For each group, the numbsrs of participants who were
approached andor assessed for eligibility, rendomby assigned,
received intended treatment, and wers assessed for each
objective

For each group the numbers of participants who were approached
and/or assessed for eligibility, randomly assigned, received
intended treatment and were assessed for each objective

A table showing baseline demographic and clinical
characteristics fior each group

For each group, number of participants (denominator)
included in each analysis and whether the analysis was by
original assigned groups

For each objective, number of participants (denominator)
included in each analysis. If relevant, thess anahlyses should be
by randomizad group

@ibtnetwork #ibtn2020
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13a: Participant flow diagram

Screened

Screened prior to eligibility assessment (n=)

Excluded (n=1):
Reasons (n=)

Enrolment
Assessed for eligibility (n=)
Excluded (n=):
Mot meeting inclusion criteria (n=)
Declined to participate (n=
Other reasons (n=)
Randomised (n=)
|
.l Allocation l
Allocated to intervention (n=): Allocated to intervention (n=):
Received allocated intervention (n=) Received allocated intervention (n=)
Did not receive allocated intervention Did not receive allocated intervention
(give reasons) (n= (give reasons) (n=)
i Follow-up l
Lost to follow-up (give reasons) (n=) Lost to follow-up (give reasons) (n=)
Discontinued intervention (give reasons) (n= Discontinued intervention (give reasons) (n=)
i Assessment l
Assessed for objective 1 (n=) Assessed for objective 1 (n=)
Assessed for objective 2 (n=) Assessed for objective 2 (n=)
Etc. Etc.

@ibtnetwork #ibtn2020 17
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Remember: methods and analyses must address
each objective (primary and secondary)

Feasibility eg. recruitment, adherence Patient-centred eg. data collection

Dbjectives

@ibtnetwork H#ibtn2020 @ChristineBond20 @CAPCAberdeen
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For each primary and secondary outcome, results foreach  For each objective, results induding expressions of
group, and the estimated effect size and its precision (such  unceriz@inty (such as 35% confidence interval) for any
as 55% confidence intersal] estimates. If relevant, these results should be by

randomised sroup

Fc-rhmar'.' uutcnmes presentation of both absolute and Mot applicable

For each obJectlve, results including expressions of uncertainty
(such as 95% confidence interval for any estimates). If relevant these
results should be by randomised group.

L

All important harms or wnintended effects in each group
{fior spedfic guidance see CONSORT for harms)

_ If refevant, other important unintended consequences

e Often requires mixed methods
* Qualitative and quantitative to tease out strengths and weaknesses for all participants
* Helps identify things that need to change

@ibtnetwork #ibtn2020 @ChristineBond20 @CAPCAberdeen
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Rates of initiation of lifestyle change also favoured the
individualized assessment arm but less clearly. At 3months,
75% of the individualized assessment arm and 68% of the
usual assessment arm had initiated changes in their lifestyle
(unadjusted odds ratio, 1.38 [95%Cl, 0.55 to 3.52]). At 6
months, the percentages were 85% and 75%, suggesting
increased initiation of change over time in both arms, with
the gap widening slightly (unadjusted odds ratio, 1.86 [95%
Cl, 0.64 to 5.77]).... Wide Cls again point to the degree of
uncertainty around this conclusion

Hill K, Walwyn R, Camidge D, Murray J, Meads D, Reynolds G, et al. A Randomized
Feasibility Trial of a New Lifestyle Referral Assessment Versus Usual Assessment in an
Acute Cardiology Setting. The Journal of cardiovascular nursing. 2015.

@ibtnetwork #ibtn2020 @ChristineBond20 @CAPCAberdeen



What do you hope to Ibtn

international

COﬂClUde? behavioural

trials network

Limitations:
Tral limitations, addressing sources of potential bias, Filot thal limitations, addressing sources of potential bias
impreczion, and, if relevant, multpliaty of anahyses and remaining uncertainty about feasibility

Generalisabiliy:
Generalisability (external validity, applicability] of the trial  Generalizability (applicability] of pilot trial methods and
findlings findings to future definitive trial and other pilot studies

Interpretation:
Interpretation consistent with results, balancing benefits Intenpretation consistent with pilot trial objectives and

and harms, and considering other relevant evidence findings, balancing potential benefits and harms, and
considening other relevant evidence

Implications for progression from pilot to fubure definitive
trial including any proposed amendments

R Hibtn2020 @ChristineBond20
@CAPCAberdeen
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Making a decision about
whether to proceed with
the next stage

* Which may be a main

trial
e Or main trial with ‘
modifications

* Or may be another
feasibility study

@ibtnetwork #ibtn2020 @ChristineBond20 @CAPCAberdeen
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Example: DECISION+ plIOt trial (Leblanc et al 2011)

Aim of main study: Optimal use of antibiotics for treating
acute respiratory infections in primary care

Intervention: Education in shared decision-making
among family physicians and patients

Objective of pilot trial: To assess feasibility and
acceptability of study design, procedures, and
intervention

@ChristineBond20
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Family medicine groups participating >=50%

Recruited family physicians participating in all three
workshops >=70%

Mean level of satisfaction from family physicians
regarding the workshops >=65%

Missing data in each completed questionnaire <10%

Example result : Only 24% of family medicine groups agreed
to participate

“Not reaching the pre-established criteria does not
necessarily indicate unfeasibility of the trial but rather
underlines changes to be made to the protocol”

@ChristineBond20

@ibtnetwork #ibtn2020 @CAPCAberdeen
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STUDY PROTOCO Open Access

Training family physicians and residents in family
medicine in shared decision making to improve
clinical decisions regarding the use of antibiotics
for acute respiratory infections: protocol for a
clustered randomized controlled trial

France Légaré'”", Michel Labrecque'”, Gaston Godin®, Annie LeBlanc®, Claudine Laurier”, Jeremy Grimshaw®,
Josette Castel”, lsabelle Tremblay”, Pierre Frémont’, Michel Cauchon’, Kathleen Lemiew’, Caroline Rhéaume”

Abstract

Background: To explore ways to reduce the overuse of antibiotics for acute respiratory infections (ARs), we
conducted a pilet dustered randomized controlled trial (RCT) to evalsate DECISION, a training program in shared
decision making (SDM) for family physicans (FPs). This pilot project demonstrated the feasibility of conducting a
large clustered RCT and showed that DECISION+ reduced the proportion of patients who decided to use

antibiotics immediately after consulting their physician. Consequently, the objective of this study is to evahuate, in
patients consulting for ARls, if exposure of physicians to a modified version of DECISION-+, DECISION-+2, would
reduce the proportion of patients who decide to use antibiotics immediately after consulting their physician.
Methods/design: The study is a multi-center, two-arm, parallel chustered RCT, The 12 family practice teaching units
(FPTUs) in the network of the Department of [amHy Medicine and Emergency Medicine of Université Laval will be
randomized to a DECISION+2 group) or to a no control group. These
FPTUS will recruit patients consulting ld.m\v phy\: ians and residents in family medicine enralled in the study.
There will be two data collection periods: pre intervention (baseline) including 175 patients with ARIs in each study
arm, and post-intervention inciuding 175 patients with ARls in each study arm {total n — 700). The primary
outcome will be the proportion of patients reporting a decision to use antibiotics immediately after consulting
their physician. Secondary outcome measures include: 1) physicians and patients’ decisional conflict; 2) the
agreement between the parties’ decisional conflict scores; and 3) perception of patients and physicians that SDM
occurred. Alsa in patients, at 2 weeks follow-up, adherence to the decision, consultation for the same reason,
decisional regret, and quality of life will be assessed. Finally, in both patients and physicians, intention to engage in
SDM In future dinical encounters will be assessed. Intention to treat analyses will be applied and account for the
nested design of the trial will be taken into consideration.

Discussion: DECISION+2 has the potential to reduce antibiotics use for ARis by priming physicians and patients ta
share: decisional process and empowering patients to make informed, value based decisions.

Trial Registration: ClinicalTrialsgov: NCTO1116076

* Comespondence: france legaresaméa vl

esasech Canter of Centre Hospitaies Uriwerstaie de Québec, Hospital

St rangois D Assise, Kok Transles el Heath Technology Assessrrest
Pesearch Group, 10 Exgiesy, Quabec, OF, GIL 315, Coruta

Fudl It of author formalion i avalable at the ered of the arice

() siomed e
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Training family physicians in shared decision-making
to reduce the overuse of antibiotics in acute respiratory

infections: a cluster randomized trial

France Légaré MD PhD, Michel Labrecque MD PhD Michel Cauchon MD, Josette Castel MD MSc,
Stéphane Turcotte MSc, Jeremy Grimshaw MB ChB PhD

Competing Interests: None
declared.

Tl sl bs b por
feviews

ABSTRACT

ckground: Few Interventions have proven
affective In reducing the overuse of antibl
otics for acute respiratory infoctions. We
evaluated the effect of DECISION+2, a shared

P
France | égard,
france Jogaro@misulaval.ca

CMAJ 2012. DOL10.1S03
cma). 120568

king training program, on the
percentage of patients who decided to take
antiblotics after consultation with a physi-
dlan or resident.

Mothods: We performed a randomized trial,
clustered at the level of family practice
teaching unit, with 2 study arms: DECI
SION+2 and control. The DECISION+2 train
ing program included a 2-hour online tutor
al followed by a 2-hour Interactive seminar
about shared decision-making. The primary
outcome was the proportion of patients who
decided to use antiblotics immediately after
consultation. We also recorded patients’ per-
coption that shared decision-making had
occurred. Two weeks after the initial consul
tation, we assessed patients’ adherence to
the dacision, repeat consultation, decisional
regret and quality of life.

espite recent efforts (o decrease the use of
antibiotics for acute respimtory infections,
their prescription is still o frequent™ and
may be contributing Lo antibiotic resistance.’ Only
6%-18% of children with acuke respiratory infec
tions, 5%-15% of adults with pharyngitis and 38%
of adults with acute rhinosinusitis have bacterial
infections. ¥ Studies investigating improvement in
clinical decision-making about the use

inconclusive, and interventions to reduce their use
have shown only moderute success.” In the shared
decision-making model, a health cane professional
and the patint make a decision together based on
the best available evidence and the patient’s values
and preferences. Shared decision-making is nocog-

as an effective strategy for reducing the
overuse of treatment options not clearly associated

Results: We compared outcomes among 181
patients who consulted 77 physicians in 5 fam
ily practice teaching units in the DECISION+2
group, and 178 patients who consulted 72
physicians in 4 family practice teaching units In
the control group. The percentage of patients
who decided to use antibiotics after consulta
tion was 52.2% in the control group and 27.2%
in the DECISION+2 group (absolute difference
25.0%, adjusted relative risk 0.48, 95% confi
dence Interval 0.34-0.68). DECISION+2 was
associated with patients taking a more active
role in decision-making (Z = 3.9, p < 0.001).

Ibtn

international
behavioural
trials network

Légaré et al. Implementation Science 2013, 8144
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g

RESEARCH Open Access

Impact of DECISION + 2 on patient and
physician assessment of shared decision making
implementation in the context of antibiotics use
for acute respiratory infections

France Légaré'*", Mireille Guerrier', Catherine Nadeau', Caroline Rhéaume™, Stéphane Turcotte’
and Michel labrecque'”

Patient outcomes 2 weeks after
were similar in both groups.
Intorprotation: The shared decision-making
program DECISION+2 enhanced patient par.
ticipation in decision-making and led to fewer
patients dediding to use antibiotics for acute
respiratory infections. This reduction did not
have a negative effect on patient outcomes
2 weeks after consultation.

ClinicalTrials. gov trial register no. NCT01116076.

In a randomized pilot trial, we showed tha
an carlier version of the training program il
shared decision-making (DECISION+) reduces
the proportion of patients who decided to us

ly after lting fo
¢ respiratory infections (control 49%
TON+ 33%; absolute difference 16%:; p
0.08), a reduction that was maintained 6 month
later* However, because only 46% of enrolled
providers in the pilot trial participated in al
three 3-hour workshops, we improved the train
ing program before conducting a definitive trial
Following an in-depth evaluation with partici
pants in the pilot trial " we modified the train
ing program and renamed it DECISION42. Ii
the current study, we evaluated its effect on th
proportion of paticnts who decided 1o use antibi
otics for acute respiratory infections after physi

Abstract

Background: DECISION + 2, a training program for physicians, is designed 1o implement shared decision making
(SDM) in the: context of antibiotics use for acute respiratory tract infections (ARTIS). We evaluated the impact of
DECISION + 2 on SDM implementation as assessed by patients and physicians, and on physicians' intention to
engage in SOM.

Methads: From 2010 to 2011, a multi-center, two-arm, parallel randomized clustered trial appraised the effects of
DECISION + 2 on the decision to use antibiotics for patients consulting for ARTIs. We randomized 12 family practice
teaching units (FPTUS) to either DECISION-+ 2 or usual care. After the cansultation, both physicians and patients
independently completed questionnaires based on the D-Option scale regarding SDM behaviors during the consuftation.
Patients also answered items assessing the role they assumed during the consultation (active/collaborative/passive).
Before and after the intervention, physicians completed a questionnaire based on the Theory of Planned Behavior to
measure their intention 1o engage in SDM. To account for the dluster design, we used generalized estimating equations
and generalized linear mixed models to assess the impact of DECISION + 2 on the outcomes of interest

Results: A total of 270 physicians (66% women) participated in the study. After DECISION + 2, patients’ D-Option scores
were 80,1 1.1 out of 100 in the intervention group and 749:+ 1.1 in the control group (=001, Physicians’ D-Option
scores were 797 + 18 in the intervention group and 763 + 19 in the cantrol group (p =0.2). However, subgroup
analyses showed that teacher physicians D-Option scores were 797 + 1.5 and 730+ 14 respectively (p = 0001).
More patients reported assuming an active or collaberative role in the intervention group (67,15}, than in the
control group (49.2%) (p =004). There was a sigrificant relation between patients’ and physicians’ D-Option scores
(p<001) and also between patient-reported assumed roles and both D-Option scores (as assessed by patients,

P <001; and physicians, p=001). DECISION + 2 had no impact on the intention of physicians to-engage in SOM.
Condlusion: DECISION -+ 2 positively influenced SDM behaviors as assessed by patients and teacher physicians.
Physicians’ intention to engage in SOM was not affected by DECISION + 2.

Trial registration: ClinicalTrialsgov trials register no. NCTO1116076.

Keywords: Shared decision making, Implementation, Theory of planned behavior, Training

Comespondence Tancelegmegi ol
esearch Center of the Ceniee Hospialier Univesstaie opial
Stangos dsie, ey, Quebec Ciy, O Gl 3 15, Caniada
“Departinent of Fariy Melicine and Emesgency Medicine, Universié Laval,
Quebes Ciy, O, Canda

Full st of auihos nfosration is avdatie a the e of the arice:

@ChristineBond20 @CAPCAberdeen

@ibtnetwork #ibtn2020



Ibtn

international
behavioural
trials network

Registration:

Registration number and name of trial registry Registration number for pilot trial and name of trial registry

Protocol:

Where the full trial protocol can be accessed, if available  Where the pilot trial protocol can be accessed, if available

Sources of funding and other support (such as supply of
drugs), role of funders

Ethical approval/research review committee approval confirmed with
reference number
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* A main trial may not always be justified

ne analysis must link back to the objectives
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PILOT AND FEASIBILITY STUDIES

GIVING YOUR RESEARCH THE BEST CHANCE OF SUCCESS

EXPLORE OUR NEW WEBSITE

www.pilotandfeasibilitystudies.gqmul.ac.uk

This website is designed to support those conducting pilot and feasibility studies using
randomised and non-randomised designs and those carrying out methodological
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As the only journal dedicated to pilot and feasibility studies in biomedicine,
Pilot and Feasibility Studies is uniquely positioned to improve the design,
conduct and reporting of these studies, along with the studies that they
will directly influence. Edited by a highly-respected Editorial Board, the
journal considers articles on general methodology, commentaries, study
protocols and research papers - regardless of outcome or significance of
findings. We are committed to reducing waste in research by providing a
platform to build an evidence base for informing best practice in research
designs across medical and health fields.
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