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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.





 

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



What are we trying to do with our trial?

• Who am I designing my trial for?

• What do they need?
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This is what they need



Now let’s think about design..

Work
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Work

What you have produced is irrelevant



 

Choosing the right research question



 

Choosing the right research question

Number of 
clinically 
irrelevant trials: 
 
87 of 136 (64%)
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Process: what helps recruitment?

1. An open design compared to a blinded, placebo-controlled 
design increases recruitment: RD = 10% (95% CI 7% to 
13%)   

[two studies: both 2004]

2. Using a telephone reminder to contact non-responders to a 
postal invitation increases recruitment. RD = 6% (95% CI 3% 
to 9%)  

[two studies: 2004 & 2013]

[Both GRADE High; caveat: statistician hasn’t signed off these 
numbers..]



The cost of poor recruitment

Academic Medicine, Vol. 86, 
No. 11 / November 2011



The cost of poor recruitment

Cost of 260 
studies with zero 
or 1 participant at 
trial termination 
in 2011: almost 
$1 million

Academic Medicine, Vol. 86, 
No. 11 / November 2011



Process: outcomes for 20 trials..
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..and now with secondary outcomes
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Trial T2: data collection

3% on primary

85% on secondaries

12% on 
biomarkers

Primary =

Biomarker =

Secondaries =

Total =   

£2,106

£8,424

£58,890 

£69,420 

A research nurse in Grampian 
costs around £26 per hour 



The cost of extra outcome data
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The cost of extra outcome data

 

In pharma trials 
more than 20% of 
procedures are 
‘non-core’.  
Estimated annual 
cost:  $3.7 billion

American Journal of 
Therapeutics, Vol. 22, 2015



Design: PRECIS-2

Who am I designing my trial for and what have I 
done to make sure they don’t have to dismiss my 
trial as irrelevant?

Who are your users and 
what do they want?

Kirsty Loudon,
Stirling

Loudon K, Zwarenstein M, Sullivan F, Donnan P, Treweek S. Making clinical trials more relevant: improving and validating 
the PRECIS tool for matching trial design decisions to trial purpose. Trials 2013, 14: 115. 



  

ORGANISATION - 
What expertise and 

resources are needed 
to deliver the 
intervention?

ELIGIBILITY - 
Who is selected to 

participate in the trial?

SETTING -  
Where is the trial 

being done?

RECRUITMENT - 
How are participants 

recruited into the 
trial?

FLEXIBILITY:  
DELIVERY - 

How should the 
intervention be 

delivered?

FLEXIBILITY: 
ADHERENCE - 

What measures are in place 
to make sure participants 

adhere to the intervention?

FOLLOW-UP - 
How closely are 

participants 
followed-up?

PRIMARY 
OUTCOME - 

How relevant is it to 
participants?

PRIMARY 
ANALYSIS - 
To what extent 

are all data 
included?

1

2

3

4

5

 PRECIS 2
BMJ 2015;350:h2147
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Trial Forge: the big recruitment reviews

Randomised 
evaluations

Non-
randomised 
evaluations

Barriers & 
facilitators

Catherine 
Houghton, Galway

Heidi Gardner, 
Aberdeen



Factors
What are the factors that 
influence the process?

Randomised 
evaluations
Randomised 
evaluations of 
initiatives that aim to 
improve the process.

Non-
randomised 
evaluations
Non-randomised 
evaluations of 
initiatives that aim to 
improve the process.

TRINITY packages: recruitment



Filling evidence gaps: SWAT 24

Using a theory-based cover letter to improve 
questionnaire response rates in trials

Craig Ramsay, Anne 
Duncan, Aberdeen; Jan 

Clarkson, Debbie Bonetti, 
Dundee



SWAT 24: who wants to get involved?



Four trials (at least) have now looked at 
SWAT24

Two dental trials (2014 and 2016)

A trial in MS (2017)

A trial in urinary incontinence (2017)
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Summary

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

• Trial Forge aims to improve this through more coordination 
and collaboration.

• Join up – go to ‘Get involved’ on Trial Forge website
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Twitter: @Trial_Forge

http://trialforge.org
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