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Some Practical Questions
• Does it work?

• What is “it”?

• What do I need to replicate it here?  (how does it work? What 
will it cost etc)

• If I replicate it here will I get the same results?
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Through a meta-synthesis of qualitative studies:

Is there evidence to explain the likely mechanisms by 
which these variables impact on return to work?

Are there variables which have not been included in 
meta-regression that might predict?



Inclusion of papers

• 13,233 titles & abstracts 
screened for relevance

• 69 full papers obtained

• 48 excluded – not 
qualitative, no relevant data

• 21 quality appraised

• 2 located via experts

• 2 located from journals ‘in 
press’

• 19 ‘full’ papers, 6 ‘partial’
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But None of this tends to be Recorded 
and Included in Experimental or 

Observational Studies



Intervention description is not enough:  
evidence from an in-depth multiple case-
study on the untold role and impact of 
context in RCTs of 7 Complex Interventions.
Mary Wells, Shaun Treweek, Julie Taylor, Brian Williams

Nursing, Midwifery and Allied 
Health Professions Research Unit



 Number and nature of participants /  documents Total number of data 
sources (interviews, 

focus groups & 
documents) 

Phase 1: Single Exploratory Case 
Interviews 
 

13 longitudinal interviews with 4 Breast care nurse:  
Three interviewed 3 times.  
One interviewed 4 times.  
Plus: One interview with a research nurse  
And one interview with a charge nurse  

15 

Documents 
 

Protocol, Ethics application, Monitoring reports x 2, Final report, 
Minutes of meetings x 15, Field notes of PI and researcher 

22 

Phase 2: Multiple Explanatory Case Study 
Interviews 7 Principal Investigators and 1 research assistant 8 

Documents 7 trial protocols / proposals 
6 ethics forms 
5 monitoring reports 
7 final reports 
5 published papers 

30 

Focus groups 1 group with 3 Research nurses 
1 group with 2 Nurse members of the Ethics committee  
1 group with 4 PIs  

9 

Total  84 
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• Personal, organisational, trial and problem context
are crucial to understanding how a complex 
intervention works

• The ways in which context challenged trial operation 
was often complex, idiosyncratic, and subtle; often 
falling outside of current trial reporting formats.

• Information on such issues appeared to be available 
via first hand “insider accounts” of each trial 
suggesting that improved reporting on the role of 
context is possible.



“We have a habit of writing articles published in scientific 
journals to make the work as finished as possible, to cover up 
all the tracks, to not worry about the blind alleys or describe 

how you had the wrong idea first, and so on.  So there isn’t any 
place to publish, in a dignified manner, what you actually did 

in order to get to do the work”

Richard Feynman 1965
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Some concluding thoughts:
• Heterogeneity can be helpful

• Analysis of past RCTs may help to identify parameters that 
predict success  i.e. mechanisms that define the intervention.

• But……..we need more honest and open reporting of trials.  
For the moment we may obtain information from in-depth 
qualitative analysis of documents and interviews with PIs.

• Embedding qualitative data collection in trials is important 
……but could we standardise some common coding categories 
to facilitate meta-analysis/regression.
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