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Defining “pilot” and “feasibility”
Where do these trials fit in the science of clinical trials?
Stage model of behavioral therapies research
NCCIH Model – R34
Characteristics of feasibility studies
Estimates of effect sizes L

https://s0.geograph.org.uk/geophotos/05/52/49/5524950_0d016b97.jpg
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Defining “pilot” and “feasibility”

Citation: Eldridge SM, et al. (2016) Defining Feasibility and Pilot Studies in Preparation for Randomised Controlled Trials:
Development of a Conceptual Framework. PLoS ONE 11(3): e0150205. doi:10.1371/journal.pone.0150205

3

Feasibility Clinical Trials of Mind and Body
Interventions for NCCIH High Priority
Research Topics (PAR-18-417)
 To …provide data …critical for the planning and design

of a subsequent controlled cohort study, clinical
efficacy or effectiveness study, or a pragmatic trial.
ULTIMATE GOAL OF RESEARCH MUST BE CLEAR

http://i1205.photobucket.com/albums/bb434/fromhollywood/Boil
er%20HydroTherm%20model%20HC-145D-PV/Pilot_02.jpg

https://www.lowes.com/c/Ranges-Appliances
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Stage Model of Behavioral
Therapies Research
 Stage 1a: Therapy Development / Manual Writing
 Also: needs assessment, instrument development
 Stage 1b: Pilot Trial to assess:
 Patient acceptability of new treatment (retention)
 Ability to recruit
 Feasibility of treatment with proposed types of
therapists and patients in proposed setting
 Stage 2: Efficacy
 Stage 3: Effectiveness
Citation: Rounsaville, Carroll, & Onken. (2001). A stage model of behavioral therapies research: getting started and moving
on from Phase 1. Clinical Psychology: Science and Practice, 8, 133-142.
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Feasibility Clinical Trials of Mind and Body
Interventions for NCCIH High Priority
Research Topics (PAR-18-417)
 Goals include:
 adapting an intervention to a specific population;
 refining the intervention to determine the most
appropriate frequency or duration;
 determining feasibility of recruitment, retention and
data collection procedures;
 examining acceptability of the intervention and
control conditions.
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Other Goals of Feasibility Trials
 Estimate key statistics for major outcomes in

order to design a larger, definitive trial.
 For example:




SD of the outcome variable
reliability of the outcome variable
correlation of outcome variable from baseline to
post-test

 Consult with statistician for sample size!

7

Estimates
of
Effect Size

Citation: Leon, Davis, & Kraemer. (2011). The role and interpretation of pilot studies in clinical research. J Psychiatr Res. 45,
626-629.
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Distribution of 10,001 sample-based effect size statistics (Cohen’s d)
when n = 25 per group and population effect size is 0.5 (power is 41%).
Slide graciously lent to me by Rich Jones, Dir. Quant Science Program, DPHB, Brown
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Characteristics of feasibility studies
 Qualitative or mixed methods data analysis
Nice example: Rosen et al., 2018. How qualitative methods contribute to intervention adaptation: An HIV risk reduction
example. Qualitative Psychology, 5, 2-15.

 Feedback from everyone: research staff, interventionists,

administrators, participants…
 Iterative: if you figure out some aspect of the intervention
or research design is not working – what next?
Unfixable à Done?
 Major revision à new pilot study? (BUT…)
 Minor revision à make change and continue with studies?


 Remember goal: to maximize chances of success in larger-

scale trial
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Acceptability and Feasibility of Hatha Yoga for Chronic Pain in
Patients Receiving Opioid Agonist Treatment
Lisa Uebelacker & Michael Stein, MPIs
Funding: NCCIH R34 AT009432
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Background
 Chronic pain is a major problem for people

receiving Opioid Agonist Treatment (OAT)
 Hatha yoga shows promise for a variety of pain
conditions
 Need a yoga program for people in methadone
maintenance clinic and buprenorphine clinic
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Phase 1: Focus groups
 What would increase acceptability of yoga for chronic

pain?


Class must be very gentle




Some of our target population is quite impaired or fearful of
movement

Limited to one hour in length

 What would increase acceptability of health education

classes?


Choice of potential class topics
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Intervention Manual Development
 Based on:
 Our previous yoga and health education programs
 Others’ yoga for chronic pain manuals
 Focus group feedback
 Staff feedback
 Experience of yoga teachers
 Participant demographics (e.g., low-income)
 Also created measures of instructor fidelity
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Phase 2: Pilot RCT
 12 weeks of yoga vs. HE classes
 Classes once per week
 N= 20 in methadone clinic
 N =20 in buprenorphine clinic
 Assessed a number of feasibility and acceptability

outcomes
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Modifications Made During Trial
 Research Design
 Changed from cohort recruitment to rolling recruitment
 Yoga
 Removed 8 minute walking meditation
 Decreased instructors choice of postures to lead
 Provided more examples in manual of alternatives for
people with physical limitations
 Health Education
 Increased content on eating healthy with a low income
 Added information about health tracking apps
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Feasibility – Research Design
Feasibility measure

Target

Target achieved?

Recruitment rate

Average of 3 enrolled per
month

MMT clinic: 2.4/ month
BUP clinic: 2.9/ month

Retention rate

80% complete endpoint
assessment (Month 3); 70
complete M6 and M9
follow-up assessments

90% completed endpoint
assessment.
Still conducting M6 and
M9 assessments (but on
track).
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Feasibility –
Implementation of Interventions
Feasibility measure

Target

Target achieved?

Able to run classes
(involves having space,
instructor, equipment)

Classes run each week
that they are planned

Largely: only 2 classes
canceled due to
instructor illness/
absence

Instructor adherence

Yoga instructors and HE
instructors achieve at
least 80% adherence on a
random subset of classes
taught

Yes.

Safety

No serious adverse events Yes
or injuries that are
possibly, probably, or
definitely related to study
participation
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Intervention Acceptability
Attitudes toward
interventions

Target – For both arms

Target achieved?

Credibility at baseline
(CEQ)

Average score greater
than midpoint on scale

Yes

Expectancy at Baseline
(CEQ)

Average score greater
than midpoint on scale

Program satisfaction
(CSQ-8)

Average > 24, indicating
moderate-high
satisfaction

Average is greater than
midpoint for yoga; just
below midpoint (0.48) for
HE.
Yes
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Intervention Adherence
Adherence measure

Target

Target achieved?

Class attendance

70% of participants
complete 8/12 classes for
each arm

NO!

Home practice

70% of yoga participants
engage in home practice
at least 2x/ week

61% (11/ 18) reported
engaging in yoga practice
at least 2x/ week, on
average

20
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Reasons for Non-Adherence to
Classes: Related to Intervention
Reason

Yoga

Health
Education

Wanted other arm

1

2

Did not like the class

2

0

Health problems; possibly related

1

0
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Reasons for Non-Adherence to
Classes: Unrelated to intervention
Reason

Yoga

Health
Education

Substance use disorder relapse

1

2

Class time no longer acceptable (got new job)

0

1

Substantive health problems, unrelated

4

0

Homelessness

0

1

Jail

1

0

Other (increased court obligations)

0

1
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Rates of intervention “completion”
 Rate in yoga arm = 0.50
 (95% confidence interval = 0.28 – 0.72)
 Rate in HE arm = 0.65
 (95% confidence interval = 0.44 – 0.87)
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AND…
 Comparison to literature suggests attendance always a

major problem in this population
 Qualitative interviews suggest some participants really
benefited

Bowen, S., et al., Mindfulness-Based Relapse Prevention for Methadone Maintenance: A Feasibility Trial. J Altern Complement
Med, 2017. 23(7): p. 541-544.
Fiellin, D.A., et al., A randomized trial of cognitive behavioral therapy in primary care-based buprenorphine. Am J Med, 2013.
126(1): p. 74 e11-7
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So what’s next?
 Evaluate of methods to increase attendance and

provide more opportunities for home practice
Two 1:1 meetings with teacher
 Text message reminders to practice at home
 Study-specific videos for home practice
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Summary: Stage Model of Behavioral
Treatment Development
 Stage 1a: Therapy Development / Manual Writing
 Stage 1b: Pilot Trial to assess:
 Patient acceptability of new treatment (retention)
 Ability to recruit
 Feasibility of treatment with proposed types of
therapists and patients in proposed setting

26

13

10/25/19

Summary: Feasibility Studies
 Determined

recruitment, retention,
data collection are
feasible
 Acceptability of
intervention and
control condition is
about the same.
 Is the intervention
acceptable?
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Qualitative interviews:
 408: … it gives you the opportunity to change the way your body

feels, just perfectly. …you may be in severe pain, but whenever you
go through these processes—mentally and physically stretching
out and finding spaces in your bones where you can allow more
room, you know it’s incredible.
 311: [Yoga] lessened the pain for me…. Mental stuff, like, he’d tell
me to breathe into it… like at first I didn’t know what the hell he
was talking about but then he explained it, and it works.
 333: I feel like it’s very helpful. Especially, … it makes you
physically, mentally, …everything, it helps you in every which way
….[Regarding pranayama] But I’ve always had that thing to hold
my breath, …it’s insane how yoga teaches you, and you don’t even
realize it til they point it out to you! You know, you get hurt, your
first instinct [takes sharp inhale] is to hold your breath.
29

Interference due to pain
 Primary outcome in subsequent trial
 Decreased in both groups…
 ES difference between groups, amongst people

adherent to intervention (completers)
BPI-I: d= -0.37
 95% CI = -1.20 – 0.46
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