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Confusion in practice

Similarities

Differences
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There was substantial variation in practice
 Studies are not reported consistently
 Terms  are used interchangeably and inconsistently
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In research, 
words matter!
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Most journals had no editorial policies on 
pilot studies
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There’s some evidence that editors often 
arm-twist authors to add “pilot” to 

acknowledge small samples in their studies

Rogue 
Editor

Desperate 
Author
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Although there is an increasing number of pilot/feasibility 
studies in the literature, the reporting is very suboptimal

 Too much emphasis on hypothesis-testing
 No clear feasibility objectives/outcomes
 No progression criteria to the main study
 Inadequate descriptions of analytic plans
 No explicit mention that they done to inform future studies
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Others have worried that in 
the era of diminishing 

resources, PAFS could actually 
be a waste of resources
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“We have estimated that …this may have 
saved the wider NIHR at least £20 

million”
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Empirical evidence shows that 
lack of, or inadequate 

assessment of feasibility is the 
main reason why trials fail
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Poor accrual is the primary reason for early trial 
termination
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The past practice in the 
conduct, analysis and 

reporting of pilot studies 
was inadequate
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We developed a conceptual 
framework to distinguish 

between pilot and feasibility 
studies
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Definitions paper
We provide definitions for feasibility and pilot 
studies and define the conceptual framework
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uncertwinMain trial

The framework and implications for reporting randomized 
pilot trials

CONSORT 

statement 

for 

randomized 

trials

CONSORT 

extension 

for pilot 

randomized 

trials

Internal 

pilot
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A feasibility study asks whether 
something can be done, should we 
proceed with it, and if so, how. 

A pilot study asks the same 
questions but also has a specific 
design feature: in a pilot study a 
future study, or part of a future 
study, is conducted on a smaller 
scale.
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Feasibility studies

Pilot 
studies

Corollary
All pilot studies are feasibility studies but 
not all feasibility studies are pilot studies
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Similarities: 

All pilot studies are feasibility 
studies
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Example 1: Randomized pilot study

To assess feasibility of RCT for management of depressive symptoms
 Recruitment rates
 Retention rate
 Data completeness rates
 Feedback on intervention
 Resources required to conduct main study
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Feasibility Outcomes:
 Recruitment rates
 Retention rates
 Participation rate
 Completion of action plans, feedback reports
 Completeness of data

Example 2: Cluster-randomized pilot trial
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Example 3: Non-randomized pilot study

To pilot an intervention to avoid the use of syringes and contamination of materials amongst 
injecting drug users

 Adoption of each of four components 
 Whether pre-post changes in blood residues indicated that intervention merited further 

testing
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Example 4: Feasibility study, but not a pilot

To determine feasibility of RCT comparing operative with non-operative 
treatment for femoroacetabular impingement surgery 
 Surgeon and patient opinion via a questionnaire 
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Key Message
Pilot and Feasibility studies all 

focus on 
feasibility as the primary focus 
to inform the design of a future 

main study
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Differences: 

Not all feasibility studies are pilot 
studies
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Key Difference
Pilot studies are miniature versions of 

the main study, but feasibility 
studies do not necessarily need to 
have the same design as the main 

study
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Example 1: Pilot Trial
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Example 1: Main Trial
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Comparison Pilot vs Main
Features Pilot Main

Title The Probiotics: Prevention of Severe Pneumonia and

Endotracheal Colonization Trial (PROSPECT)

The Probiotics: Prevention of Severe Pneumonia and 

Endotracheal Colonization Trial (PROSPECT)

Publication  Pilot and Feasibility Studies (2015) 1:19 (Protocol)

 Trials (2016) 17:377 (Result)

BMJ Open 2019;9:e025228 (Protocol)

Primary 

Outcomes

Recruitment of trial patients;  Adherence to protocol;

Contamination;  Ventilator associated pneumonia (VAP) rate

Ventilator-associated pneumonia (VAP)

Secondary 

Outcomes

Ventilator associated pneumonia (Clinical Primary); Other 

infections; C. difficile-associated diarrhea; Antibiotic-

associated diarrhea; Diarrhea according to the Bristol Stool 

Chart; Duration of mechanical ventilation;  ICU mortality 

and in-hospital mortality

Early VAP, late VAP and post-extubation pneumonia; 

Clostridioides difficile in the ICU; Any infection acquired 

during the ICU stay; Diarrhoea in the ICU; Antibiotic-

associated diarrhoea in the ICU; Antimicrobial use in ICU; 

Duration: mechanical ventilation, ICU stay and hospital 

stay; ICU mortality and in-hospital mortality

Sample size 150 2650

Criteria for 

success of 

feasibility

Successful recruitment is defined as 150 patients in one year 

from all sites;  ≥90 % protocol adherence;  ≤5 % 

contamination;  ~10 % VAP rate

Hypothesis Probiotic L. rhamnosus GG, compared with placebo, will 

reduce VAP and other clinically important outcomes in 

critically ill mechanically ventilated patients

Design:

 Arms

 Type 

 2

 Multicentre Parallel group placebo controlled

 2

 Multicentre Parallel group placebo controlled
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Example 2: Feasibility  Trial
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Example 2: Main Trial
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Comparison Feasibility vs Main
Features Feasibility Main

Title Femoroacetabular impingement  Trial (Fait) Femoroacetabular impingement  Trial (Fait)

Publication Bone Joint Res 2013;2:33–40  Bone Joint Res 2014;3:321–7 (Protocol)

 BMJ 2019;364:l185 (Result)

Primary 

Outcomes

Surgeon opinion; Patient opinion Hip outcome score activities of daily living subscale (HOS ADL)

Secondary 

Outcomes

HOS sport subscale; non-arthritic hip score (NAHS); Copenhagen hip and groin 

outcome score (HAGOS); Oxford hip score (OHS); and international hip 

outcome tool (iHOT-33); Quality of life, nature and location of pain, and 

psychological factors were evaluated using EQ-5D-3L; PainDETECT; hospital 

anxiety and depression score (HADS)

Sample size 23 Surgeons; 28 Patients 214

Criteria for 

success of 

feasibility

Not stated

Hypothesis Arthroscopic hip surgery improve patient reported outcome measures in 

patients with symptomatic femoroacetabular impingement (FAI) compared to 

physiotherapy and activity modification for improving

Design:

 Arms

 Type 

Survey of surgeons and patients to assess whether it is feasible to 

conduct a RCT  2

 Multicentre Parallel group
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Example 3:
The CYCLE Study:

A case study of a complex rehabilitation intervention in 
the ICU
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Why Physical Rehabilitation in the ICU?

1Crit Care Med. 2005;33(3):574-9. 2NEJM. 2011;364(14), 1293–1304. 
3Lancet. 2009;373(9678):1874-82. 4Crit Care Med. 2009;37(9):2499-505.

Graphics courtesy of H O’Grady. 

• Increasing critical care 
demand1

• More critical illness survivors1

• Survivors at risk for 
disability2

 PT and OT started @ 1.5 days3

 In-bed cycling started @ 2 
weeks4
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Critically ill patients & exercise?

PLoS One. 2016;11(12):e0167561.
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The CYCLE program included 
several feasibility studies and 

pilot (and vanguard) trials, all in 
preparation of the main trial
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CYCLE: Critical Care Cycling to 
Improve Lower Extremity Strength

CYCLE
Preparation phase

Survey development: 
pt, family, clinician 
satisfaction with rehab 
Pilot & Feasibility 
Studies 2019

Retrospective chart 

audit ✔ JCC 2015

CYCLE-R

Systematic Review In 
progress

Uni-CYCLE

ICAN Rehab
TryCYCLE:
Phase II 
open label study

1 center, 33 pts
prospective cohort
•Design the 

intervention; 
select outcomes; 
assess fidelity, 
safety, satisfaction, 
and acceptability 
✔ PLoS One 2016

6 center, 40 pts
Refinement; 
Finished recruitment

7 center, 66 pts 
Feasibility ✔ BMJ 
Open 2016 
(protocol); BMJ Open 
Resp Res 2019

CYCLE Pilot RCT:
Phase II pilot 
randomized trial

CYCLE Vanguard
Pilot RCT (added)

CYCLE RCT:
Phase III 
randomized trial

Multicenter RCT 
In progress

BICYCLE

KT Behavioural
Intervention

CYCLE$

Economic 
evaluation In 
progress

Trial methodology 
questions:

Pilot RCT 5 
lessons learned 
Trials 2019

Barriers and 
facilitators to 
physiotherapist 
trial involvement 
Pilot & Feasibility 
Studies 2019
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The PAFS group has worked hard to 
change practice including providing 
stakeholders with a platform to 

publish PAFS and share resources
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We launched PAFS in 2015!
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All members of the Working group are founding 
editorial board members
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We published the CONSORT extension to pilot RCT paper
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www.pilotandfeasibilitystudies.qmul.ac.uk

News

This website is designed to support those conducting pilot and feasibility studies using 
randomised and non-randomised designs and those carrying out methodological research on 

these types of studies.

Resources Noticeboard

EXPLORE OUR NEW WEBSITE
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Points for discussion

Are trials with surrogate endpoints pilot trials?
How concrete must the aspiration of a main 

trial be for a pilot/feasibility trial to be called 
a pilot/feasibility trial?

Can one conduct a pilot/feasibility trial in the 
vague hope that someone else will run a main 
trial?
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