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What is an efficient trial? 

• Scientific efficiency: right question, right design 

 

• Process efficiency: do what is needed to answer 

question, keeps focused, results made public in a way 

people can understand 

 



Let’s do what we did last time.. 

‘There is a peculiar paradox that exists in trial execution - we 

perform clinical trials to generate evidence to improve patient 

outcomes; however, we conduct clinical trials like anecdotal 

medicine: we do what we think works we rely on experience and 

judgement and………limited data to support best practices.’ 

Monica Shah in ‘Site selection in global clinical trials in patients hospitalized for heart failure: perceived problems and potential solutions’. Heart 

Failure Review 2014; 19:135-52. 





Methods priorities 

1. Recruitment 

2. Choosing what to measure 

3.  Retention 

From: Smith CT, Hickey H, Clarke M, Blazeby J, Williamson P. The trials methodological research agenda: results from a priority setting exercise. 

Trials 2014;15:32.  



Informed consent to trials: what is the 
problem? 



ELICIT: EvaLuation of Interventions for informed 
Consent for randomIsed controlled Trials  
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ELICIT Outcomes 

• 149 papers included 

 

• 1006 verbatim outcomes 

 

• ~40 individual outcomes 

 

• Range of outcomes reported 1-35 

 

 

 

 



ELICIT Outcomes 

Comprehension Understanding 

Awareness 

Informed 
consent 

Retention of 
information 

Recall 

Therapeutic 
Misconception 

Equipoise 

Health literacy 

Knowledge 

Informedness 

 
 
 
 
 
 
 
 
 
 
 
 
 

Anxiety Satisfaction 

Confidence 

Attitudes Expectations 

Perception 

Experience 

Trust Beliefs 

Relationships 

Decisional 
conflict 

Decision 
regret 

Decision making attributes 
 
 
 
 

 
 
 
 
 
 
 
 

 
 
 
 

Values of the 
participant 

Willingness to 
participate Recruitment 

Consider 
participating in 

future trials  

Attrition 

Previous 
involvement in 

research 

Behaviour 

 
 
 
 
 
 

Rights Autonomy 

Voluntariness 

Beneficence 

Non-maleficence 

Justice 

Protection 

 
 
 
 
 



Insights for implementation 

 
          

 

 

 

 

 

• Methodology ‘guidelines’ 

 

 

• Incorporation and promotion of COS  through appropriate platforms 

 

 

• Buy in from funders 

 

 

 

 

 

 



Summary 

• Much of the business of doing trials is not very efficient 

 

• Core outcome sets can improve trial methodology efficiency 

 

• Implementation from both a top down and bottom up 

approach 
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