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Some context… 

NRES Guidance 

 “Information…only one part of the process of seeking 
consent”. 
 

 “…consider how best the research might be presented…” 
 

 “…discussion and questioning are the most effective 
means of providing information.” 
 

 “Studies with little or no intervention and less than 
minimal risk are likely to need a much shorter information 
sheet” 
 

 “…you need not complete all sections.”  



Some more context… 

 
 Survey of information sheets for cancer trials, by the 

European Organisation for Research & Treatment of 
Cancer 

  
  

 
 

 

 

 

 

 

 

 

 
 

 

 n = 248 

  

 D Cressey. Nature 2012; 482: 16.  



Yet more context… 

 Millions 'cannot read well enough for 

karaoke'  
 

 By Paul Bignell  (17 December 2006) 

 Millions of adults have such poor reading skills that they struggle to 

keep up with karaoke lyrics, government research has found.  

 Research for the Department for Education found songs like Frank 

Sinatra's "New York, New York" require the reading skills lacked by 

more than 5 million adults.  

 

http://www.independent.co.uk/
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• Sir Claus Moser report (DfE, 1999): 1 in 5 
UK adults not “functionally literate“ 
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What are trial sheets for? 

 Trial sheets… 
– Manifest function: a decision-making tool. 
– Latent function: a prospectus and a contract. 

 
 The sheet is…“the outcome of a process of 

institutional scripting…” 
 

 Patients… ”do not recognise (the information) as 
operating primarily in their interest.” 
 
 

 

Mary Dixon-Woods’ research group, University of Leicester. 

 

N Armstrong, et al. Sociology of Health & Illness 2012;  

doi: 10.1111/j.1467-9566.2012.01469.x 



Treweek et al. 2011 SR 

 45 trials. 

 At least 16 were of altered information 

 Trials mostly small 

 …and heterogeneous 

 Inconclusive pattern of results 



Can we improve the information?   

 

Revised format and wording by using… 

• plain English; 

• good practice in writing for patients; 

• graphic design; 

• user testing (small sample work). 

 

AML16 trial: P Knapp, DK Raynor, J Silcock, B Parkinson. BMC 

Medicine 2011; 9: 89.  

TGN1412 trial: P Knapp, et al. J Med Ethics 2009; 35: 573-8. 

‘Poor responders’ trial: P Knapp, et al. Trials 2009; 10: 79. 







AML16 trial sheet study 

n=116 

• Participants finding & understanding all points: 

Original  8 / 55;  Revised  40 / 61 

(Chi2= 31.5; p<.001; Odds ratio = 11.2) 

• Reading time (mins): 

Original  27.6 (sd 11.4); Revised  28.4 (sd 12.9) 

(F = 0.30; p=.86) 

• Preferred sheet: 

Original 15 / 116; Revised 101 / 116  

(Sign test p<.001) 

P Knapp, et al. BMC Medicine 2011; 9: 89. 
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Thoughts and ideas 

1. The effect of revised information on recruitment (START) 

– writing to people at home or recruiting in person 
 

2. What effect on recruiting clinicians? 
 

3. Information preferences (Antoniou, J Med Ethics 2011) 

– complexity; media; content 
 

4. Informed decision making 

– options; value sensitive; structured guidance to decision-making 
 

5. Targeting those least likely to take part. 
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