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Background

What is a Participant Information Leaflet and what 
is consent?  And why do we have them?
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The PIL– the HRA view

‘The [PIL] should support the consent process by helping 
to ensure that all those who are invited to take part in a 
research study have been adequately informed.  

In most circumstances it should be used to support 
conversations with potential participants, rather than 

being the sole source of information being made available 
to them.’ 
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Consent– the HRA view

‘The function of a consent form is to record the 
participant's decision, and to indicate that the process was 
conducted appropriately and with suitable discussion.’  
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Do PILs do what they should?

‘PILs did not meet current standards of information to 
support good quality decision making.’  

2014: test of 60 PILs against a International 

Patient Decision Aid Standards*  
  

*Gillies et al. Trials 2014, 15:62



Do PILs do what they should?

2018: What is most important (20 people)?*  

  

*Innes et al. BMJ Open 2018;8:e023303



Consent form..

Who should 

decide what’s 
on it?
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Trust and practicalities

• Are PILs and consent fit for purpose? 

• What do I want from a PIL and consent process? 

• What are the issues with what we have now? 



Questions and discussion

• What does good look like and for whom (might it be 
different for different groups)? 

• What stops us doing what looks good?  What are the key 
challenges? 

• How can we challenge and question what we do now?  

Why don’t we? 
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