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Session Outline 

 Map evolution of Medical Research Council’s 
Guidance on Developing and Evaluating Complex 
Interventions. 

 Consider critiques of: 
– Critical realism 

– Systems thinking 

 Present Medical Research Council’s Process 
Evaluation Guidance 



MRC Guidance on Developing and Evaluating 
Complex Interventions (2000; 2008) 

Limitations: 
 
1. The role of context is 

largely omitted. 
 

2. Implementation is not fully 
addressed until the point 
of replication and scale-
up. 
 

3. Intervention conceived as 
immutable and unified 
entities. 
 

4. Outcomes not sufficiently 
viewed as spatially and 
temporally contingent. 



Perspective One: (Critical) Realism 

 Clinical Trials: Pathogens are consistently and 
uniformly responsive to treatment. 

– Allows for successionist view of causality (If we do a then b will occur) 

 
 Social Interventions: Participants (and 

practitioners) are volitional across open systems. 
– Encourages a generative view of causality (If we do a then b,c,d,e may occur 

with the context of f,g,h,I,j) 

 

 Shift from thinking “what works” to “what works 
in which circumstances and for whom” (Pawson 
and Tilly, 1997). 

– Understanding interventions as CMO (Context, mechanism, outcome) 
configurations 
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The VICTORIE Mnemonic (Pawson, 2013) 
Social intervention outcomes are highly contingent on 
time and place due to: 

 Volition: Reliant on people to make choices  

 Implementation: Implementation chains are prone to 
inconsistency and reinterpretation, blockages, and delays  

 Context: Outcomes change under different circumstances  

 Time: Previous activities will shape the next  

 Outcomes: Planned, unplanned and contested  

 Rivalry: Interventions compete with one another in the real 
world  

 Emergence: Interventions beget change which causes more 
change   

 



Realism and MRC Guidance 

• Intervention Development: 
Pragmatic Formative Process Evaluation (Evans et al., 
2014): Retrospective development and evaluation of 
complex interventions already in routine practice as 
implementation and context already transpired. 
 
• Piloting and Feasibility: 
Realist Pilot and Feasibility Trials: Purposive sampling 
of contextually diverse participants; rich qualitative 
evidence; multi-arm trials. 
 
• Full Scale RCT: 
Realist RCT: Comprehensive mixed methods process 
evaluation; mediational and moderation analysis; ‘dark 
logic’ models. 

 



Perspective Two: : Systems Thinking 

 Systems thinking underpinned by complexity 
theories – a far from unified field of thought 
(Chandler et al. 2016); 

– Emerged separately from critical realism, 
though increasing focus on compatibilities 
(Byrne, 2015; Fletcher et al. 2016) 

– Role of system characteristics in shaping 
actions and their effects 

– Emphasis on holism rather than 
reductionism – the whole cannot be 
reduced to component parts 



Challenging the Conceptualisation of Complex 
Interventions:  

MRC Definition: 

“The greater the difficulty in defining precisely what, exactly, are the “active 
ingredients” of an intervention and how they relate to each other, the 

greater the likelihood that you are dealing with a complex intervention.” 
(Campbell et al. 2000) 

 

 Complexity purely conceived as an intrinsic property of the new 
intervention. 

 Systems perspectives suggest that context is the primary source of 
complexity; the most simple interventions are rendered complex when 
inserted into context. 



Is any social intervention simple? 

 Smoke free legislation – one intervention 
component 

– Implementation possible as system at a tipping 
point (Holliday et al. 2009) 

– Effects patterned by SES, interacted across 
different contexts (Moore et al. 2012) 

 Hence, even a mono-component intervention is 
complex in terms of its interaction with the system 

– Is “complex intervention” even a useful term, 
given that there are no non-complex 
interventions in population health? 
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Systems based definitions of intervention (Hawe et al. 2009) 
 

 Much influential work focused on articulating detail of intervention components. 

 But intervention is a process, not a set of discrete actions 
– it is a process of displacing or disrupting current structures, process and actions. 

– Any “effect” as much to do with what is taken away, as what is added; 

 Complex systems (e.g. schools, hospitals, communities): 
– Functioning shaped by dynamic interplay among (ever-changing) agents; 

– Ceaseless adaptation to ensure system survival; 

– Tendency toward self-organisation; order emerging spontaneously; 

– Emergent and unpredictable patterns of system behaviour in response to introduction 
of change – feedback loops, reinforcement or discontinuation 

 



Logic Models: Integration System Influences 

Resources Activities Outputs Short and 
Long term 
outcomes 

Impact 

In order to 
accomplish 
our set of 

activities we 
will need the 

following 
 

In order to 
address our 
problem we 
will conduct 
the following 

activities 

We expect 
that once 

completed or 
underway 

these 
activities will 

produce 
the following 

evidence 
of service 
delivery 

We expect 
that if 

completed or 
on-going 

these 
activities will 
lead to the 
following 

changes in 
1-3 then 4-6 

years 

We expect 
that if 

completed 
these activities 
will lead to the 

following 
changes in 7-

10 years 

Antecedent 
System Influences: 
 
Determine how the 
problem is conceived, 
how we might intervene, 
and the parameters of 
intervention 
implementation 
 
 
 
 
 

Systems are dynamic and the influence exerted on the intervention mechanisms (and implementation practices) will 
likely evolve and change.  



MRC Process Evaluation 
Guidance 

 MRC PHSRN funded workshop in 2010 

 Guideline development group formed 
– Guidance development lead: Graham 

Moore.  

– Chair: Janis Baird.  

– Guidance development group (in 
alphabetical order): Suzanne Audrey, 
Mary Barker, Lyndal Bond, Chris Bonell, 
Wendy Hardeman, Laurence Moore, Alicia 
O'Cathain, Tannaze Tinati, Danny Wight.  



1. Implementation 



2. Mechanisms 
 What are the active mechanisms 

underpinning the process of 
change? 

– Avoid risk of serendipitous successes. 

– Consider if there are redundant 
components (allow consideration of 
traffic light systems etc.) 

– Build middle range theory - what 
mechanisms might future 
interventions target (perhaps through 
different intervention methods) to 
produce change? 



3.Context 
 What is the interaction of the 

intervention with system 
dynamics ? 

– Can the intervention interrupt 
causal mechanisms which give rise 
to and sustain a “problem” in a 
given context? 

– Intervention effects arise from 
introduction of mechanisms 
sufficiently suited to context 
(Pawson and Tilley 1997)? 

– How the system support or inhibit 
implementation practices? 



  

Planned 
intervention 

   

Outcomes 
Mechanisms of 

impact 
  

Context 

Implementation 



Opportunities for Further Development 

 Context still the area of greatest uncertainty in evaluation research 
– Drive for “theory-driven” evaluation has often led to decontextualized 

theory, rather than engagement with how a problem is sustained in context. 
 

– Mainstream moves toward more realist thinking (Pawson and Tilley 1997; 
Bonell et al. 2012; Fletcher et al. 2016).  
• Less work on implications of systems perspectives 

 
– Focus on context-specificity can risk becoming quite nihilistic: 

• How can we make systematic judgments about the applicability (or 
otherwise) of evidence from one context to another? 



Summary 
 The complexity of interventions is derived from the system as 

much as from intervention components. 

 Interventions cannot be disentangled from context. This 
impacts upon the underpinning mechanisms of change and 
implementation. 

 Process evaluations aim to understand context, mechanisms 
and implementation. This data can contextualise and explain 
outcome data. 
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