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P  Among adults,  
I  does prolonged hours of sitting 
C  compared with not sitting 
O  increase the risk of incidence of 

disease, mortality and hospitalization, 
controlling for physical activity? 



Key Message 
 Prolonged sedentary time is 

independently associated with deleterious 
health outcomes after adjusting for 
physical activity:      HR [95% CI] 
 All-cause mortality:     1.24 [1.09; 1.41]  
 CVD mortality:             1.18 [1.11; 1.26] 
 CVD incidence:             1.14 [1.002 ;1.73]  
 Cancer mortality:         1.17 [1.11; 1.24]  
 Cancer incidence:         1.13 [1.05; 1.21] 
 Type 2 DM incidence:   1.91 [1.64; 2.22]. 

Please feel free 
to stand to 

reduce your own 
individual risk  
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Dictionary Definition 
Concise Oxford Thesaurus, 2nd Edition. Oxford University Press: Oxford, England, 2002 

Pilot (project) 

Experimental 

Exploratory 

Test 

Preliminary 

Trial 

Try out 



Synonymous terms 

Feasibility study 

Vangard study 

Dress rehearsal  

Pre-study 
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Stats/Epi Dictionary Definitions 

 Small-scale investigation designed to test 
the feasibility of methods and 
procedures for later use on a large scale 
or to search for possible effects and 
associations that may be worth following 
up in a subsequent larger study 

 A small-scale test of the methods and 
procedures to be used on a larger scale 
if the pilot study demonstrates that the 
methods and procedures can work 



Definitions  
 A trial study carried out before a research design is finalised in order to 

assist in defining the research question or to 
test the feasibility, reliability and validity 
of the proposed study design: 
– www.cirem.org.uk/definitions.html 
 

 A smaller version of a study is carried out before the actual investigation is 
done. Researchers use information gathered in pilot studies to refine 
or modify the research methodology for a 
study and to develop large-scale studies: 
– www.mh.state.oh.us/offices/oper/glossary.html 
 

 A project that is done, to test the basic protocols and 
design to be used in a research study. It is at 
this stage that the variables are refined to produce results that are 
meaningful: 
– www.eskimo.com/~hwa/glossary/glo_p.html 
 

 A small study carried out before a large-scale 
study in order to try out a procedure or to test 
a principle: 
– www.vnet5.org/reg/handbook/glossary.html 
 



What is the current 
practice of pilot 

studies? 



Different views on 
definitions:  

Pilot vs Feasibility 
study/trial 



No consensus on definitions of pilot 
or feasibility studies 

 Some take the two to be the same; 
others think they are different 



Key message 
Multiple terms used without clear 

distinction  
 Pilot work 
 Pilot study 
 Feasibility study 
 Pilot trial 



We use pilot and feasibility study 
interchangeably  



 Reports don’t mention that they 
are done to inform main studies 

 Variations in journal editorial 
policies about pilot studies 



 Surveyed 7 journals: BMJ, Lancet, JAMA, NEJM, BJC, BJOG, BJS 
 Searched “pilot” or “feasibility” in title or abstract in 2000--

2001 
 90 unique studies: 4/90 specifically stated that the pilot was 

in preparation for a bigger RCT 
Contacted the editors of the 7 journals screened 

 4/7 indicated no publication policy 
 1/7 indicated the journal did not publish pilot studies  



 Repeated Lancaster et al study for 
publications in 2007-8 

 54 unique studies  
 contacted the editors of the journals 

screened 
 4/7 indicated no publication policy… 



Editorial message 
41 pilot trials published in Circulation 

since 2004 
For most, editors requested the term 
‘pilot’ be added to the title to 
acknowledge small size and lack of 
generalizibility 



Reasons for conducting pilot 
or feasibility studies may be 

clinical, procedural or 
methodological 



Feasibility Outcomes:  
 Recruitment rates 
 Retention rate 
 Data completeness rates 
 Feedback on intervention 
 Resources required to conduct main study 

Assessing feasibility of procedures and methods 



Feasibility Outcomes:  
 Recruitment rates 
 high protocol adherence,  
 minimal contamination, and  
 an acceptable VAP (ventilator associated pneumonia) rate. 

Assessing feasibility of procedures and methods 



Feasibility Outcomes:  
 Recruitment rates 
 Retention rates 
 Participation rate 
 Completion of action plans, feedback reports 
 Completeness of data 

Assessing feasibility of procedures and methods 



Criteria for determining 
success of feasibility 

assessment 



Key Points 
It is always important to state the criteria 

for success or feasibility 
 
Outcome can be 
 Stop - main study not feasible; 
 Continue, but modify protocol – feasible 

with modifications 
 Continue without modifications – feasible 

asis 
 Continue without modifications, but 

monitor closely – feasible with close 
monitoring 

 
The criteria should be based on key 

primary feasibility aims  



Criteria for success of feasibility 
Objective: 
To determine adherence rates to the risk 

assessment model and standardized order form  
Criterion for success: 
‘definitely feasible’ if the risk assessment form is 

completed for ≥70% of eligible patients. 





Most are not well designed 
No clear feasibility objectives 
No clear rationale for piloting 
No clear analytic plans 
No clear criteria for success of feasibility 

 
Most are not reported/published 

 
 They should be scrutinized the same way as full scale 

studies/RCTs 
Require registration  
They should also be published/reported in peer-review 

journals 
 
 

Key messages 
 Pilot studies provide a good opportunity to assess 

feasibility of large full-scale evaluation studies 
 It can enhance the success probability of the main 

study 
 



African Proverb (Ashanti, Ghana)  

You never test the 
depth of a river with 

both feet 

http://www.google.ca/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCMGLrNuLucgCFUJvPgodlFsH9Q&url=http://ghc-ca.com/frm-e-location-maps.html&psig=AFQjCNGL-gc43D48IeftGY9gz4AJQ0E9eg&ust=1444607301000176


What’s new in pilot trials? 

The CONSORT extension to 
pilot trials: New Initiative 



Pilot CONSORT Working Group 
Sally Hopewell Sandra Eldridge 

Gillian Lancaster Christine Bond Lehana Thabane 

Michael Campbell 

http://www.google.ca/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAQQjRw&url=http://campbell-walters.weebly.com/contact.html&ei=z06-VL_LM4ejNuO_hOgF&bvm=bv.83829542,d.eXY&psig=AFQjCNHPSPV3_B3PMb3xSwTrTc7A0eOhOA&ust=1421844559883007
http://www.google.ca/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&ved=0CAcQjRw&url=http://www.pilotfeasibilitystudies.com/&ei=CU--VMrAFcmZgwSxuoHYCQ&bvm=bv.83829542,d.eXY&psig=AFQjCNFId8ESv-_J5DvwspPjkvOh8V4uNA&ust=1421844654993605
http://www.google.ca/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.pharmacyresearchuk.org/about-us/our-scientific-advisory-panel/&ei=X0--VNXQEpDlgwSd1oPYDw&bvm=bv.83829542,d.eXY&psig=AFQjCNGXpYmjJEFAKKHhujx_XTODdsEJ0A&ust=1421844708725323
http://www.google.ca/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAQQjRw&url=http://webspace.qmul.ac.uk/cjpountain/&ei=RVS-VKc-kZM24ZeC4Ag&bvm=bv.83829542,d.eXY&psig=AFQjCNERKxq43yVfUNaD90e-99YYY-hDug&ust=1421845957040452


Our first paper 
1.Definitions for feasibility and pilot 
2.Defining the conceptual framework 

 



uncertwin Main trial 

The frameworks and implications for 
reporting randomized pilot trials 

CONSORT 

statement 

for 

randomized 

trials 

CONSORT 

extension 

for pilot 

randomized 

trials 

32 

Internal pilot 



Our second paper 
Describing the methods and processes 

for developing the guideline 
 



Our third paper 
The CONSORT extension to pilot RCT guideline  

 



A brand new journal launched in 
2015! 



There will be 10 minutes each from: 
Pilot study or evaluability assessment?  
Louise Potvin, Universié de Montréal 
 

Pilot study and process evaluation: a happy 
marriage?  

Kareen Nour, Ecole de Santé Publique  
de l'Université de Montréal  

 

Exploring intervention mechanisms before piloting a 
smoking cessation prevention program: the RESIST study 

 

    Laetitia Minary,  
   Université de Lorraine et  
   Université de Montréal   
 

Joëlle Kivits,  
Université de Lorraine  

  
 



Session 2 discussions 

• The place of pilot studies in process 
evaluation: objectives, contribution  
– co-construction of a theory 
– validation/invalidation of a planned theory  
– evaluation of the mechanisms 
 

• pilot studies to contrast the effects of 
context or to test different modalities 
of interventions—in terms of  
– feasibility  
– recruitment  
– inclusion  
– participation  

 


