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Symposium Overview

üDeveloping and evaluating complex interventions: the 
new Medical Research Council (MRC) Guidance

üA family centred approach to the management of 
lifestyle risk factors for recurrent stroke

üAddressing the tobacco and alcohol -related health 
promotion needs of people with learning 
disabilities

üDeveloping and testing smoking cessation 
support for people with severe and enduring 
mental health problems



Developing and evaluating complex 
interventions: the new MRC Guidance

Why new guidance?

ü In 2000, the MRC published a Framework for the development 
and evaluation of randomised controlled trails (RCTs) for complex 
interventions to improve health

ü The Framework has been highly influential and the accompanying 
paper in the British Medical Journal (Campbell et al, 2000) has 
been widely cited

ü In 2006 it was decided that, while the initial Framework had 
been useful, it had a number of limitations, including:

Å The fact that it had adopted a model based on the 4 phases 
conventionally  used in drug trials

Å The linearity implied by the diagram of the model
Å Limited guidance on how to approach developmental

and implementation phase studies
Å The assumption that conventional clinical trials always 

provide the best template for the evaluation of 
interventions                                                

MRC (2008)



The new Guidance

üWhat makes an intervention complex?

ü The development -evaluation-implementation process (i.e. 
the new model)

ü Developing a complex intervention

ü Assessing f easibility and piloting methods

ü Evaluating a complex intervention

ü Implementation

MRC (2008)



What makes an intervention complex?

ü Complex interventions are usually described as 
interventions that contain a number of components

ü There are several dimensions of complexity:

ÅThe interactions between the components of the 
intervention/s

ÅThe number and difficulty of behaviours required by those 
delivering or receiving the intervention

ÅThe number of groups or organisational levels targeted 
by the intervention

ÅThe number and variability of outcomes

ÅThe degree of flexibility or tailoring of the 
intervention



Implications for development and evaluation

ü A good theoretical understanding is needed of how the 
intervention causes/might cause change

ü Lack of impact may reflect implementation failure rather 
than genuine ineffectiveness

ü It is likely that a number of primary and secondary 
outcomes measures will need to be developed/used

ü Ensuring strict fidelity to a protocol may be 
inappropriate



Development- evaluation - implementation 
process (the new model)

Feasibility 
+ piloting

Development

Implementation

Evaluation



Developing a complex intervention

üIdentifying the evidence - base

ÅIdentify/conduct a systematic review

üIdentifying/developing theory/gathering evidence

ÅDevelop a theoretical understanding of the likely process 
of change, by drawing on existing evidence and theory
ÅSupplement, if necessary, by new primary research with key 

stakeholders

üModelling process and outcomes

ÅBasically designing the intervention and deciding what will be 
measured/assessed in terms of its effectiveness/delivery
ÅFormal frameworks can be useful e.g. MOST (Collins et al 

2005), RE -AIM (Glasgow et al 1999).  
ÅNICE (2007) has also produced guidance on the 

development and evaluation of behaviour change 
interventions



Assessing feasibility and piloting methods

üMethodological research suggests that this vital 
preparatory work is often over -looked or undertaken in a 
rather cursory manner

üEvaluations are often undermined by problems of 
acceptability, compliance, delivery of the intervention, 
recruitment/retention and smaller than expected 
effect sizes

üA mixture of qualitative and quantitative methods 
is likely to be needed e.g. to understand barriers 
to participation, to estimate response rates



Evaluating a complex intervention

üAwareness of the whole range of experimental and non -
experimental approaches should lead to appropriate 
methodological choices

üAssessing effectiveness (e.g. randomised controlled trials, 
non-randomised designs, case control studies)

üUnderstanding the change process ða process evaluation, 
generally using qualitative methods, can provide insight 
into why an intervention fails/works

üAssessing cost -effectiveness ðan economic 
evaluation should be included, if possible, as this 
makes the results more useful for decision/policy -
makers



Dissemination + Implementation

üDissemination ðin order to increase the chances of 
getting findings translated into practice, they need to be 
made available using methods that are accessible and 
convincing to decision -makers

üPassive strategies are known to be ineffective 

üSuccessful implementation of an intervention depends 
upon changing behaviour ðoften of a wide range of 
people

üThis requires an understanding of what needs to 
change, the factors maintaining current behaviour 
and barriers + facilitators to change



Summary

ü Developing a complex intervention

ü Assessing feasibility + piloting methods

ü Evaluation

ü Implementation
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Overview

ÅBackground

ÅAim

ÅMedical Research Council Framework

ÅIdentifying/developing the evidence base

ÅIndentifying the theory 

ÅModelling process & outcomes



Background

ÅStroke incidence: 111,000 first ever strokes annually 
in the UK

ÅRecurrence: 25% within 5 years

Åincreased level of disability, need for long - term 
care

Ådeath 

ÅRisk factors

Åtransient ischaemic attack (TIA), age

Åtobacco use, excessive alcohol consumption, 
unhealthy diet, physical inactivity  



Aim

To develop a community - based, 
nurse- coordinated,

family - centred behavioural 
intervention   



Medical Research Council 
Framework

Development stage

1. Identifying/developing the evidence 
base

2. Identifying/developing theory

3. Modelling process and outcomes



Identifying/developing the evidence base

Å Scotland - wide survey of stroke nurse practice

Å Scotland - wide focus groups with people who have had a 
stroke & families

Å Systematic review of effectiveness 

Å Wider reading of the relevant literature

Å Consultation: stakeholders & project steering group

ÅPeople who have had stroke & family members 

ÅCommunity lead nurse, Stroke Nurse Specialists,  
Stroke Nurse Consultant

ÅMulti - disciplinary stroke clinicians: community & 
hospital based

ÅVoluntary sector organisations



Survey of stroke nurse practice 

Å97 completed questionnaires (55%)

ÅAssessment of lifestyle risk factors

ÅFocus on tobacco use & alcohol 

ÅProvision of information (written & verbal)

ÅOne- to - one education 

ÅLimited knowledge of guidelines & health - related 
recommendations

ÅLimited use of protocols/guidelines

ÅLimited use of validated assessment tools



Focus groups: to identify & explore factors 
that support or hinder lifestyle change 

ÅMembers of groups run by voluntary sector organisations

Å29 people who have had a stroke, including 7 with 
aphasia & 20 family members 

ÅLittle or no information; lack of easy - access formats; 
family members felt excluded 

ÅEffects of stroke may be barriers e.g. fatigue, impaired 
mobility, depression

ÅConfusing/contradictory health promotion messages

ÅInfluence of family members 

Åfacilitate

Åhinder



Systematic review

To assess effectiveness of previously 
evaluated secondary prevention 

lifestyle interventions which 
addressed one or more lifestyle risk 

factors for recurrent stroke



Systematic review: results
Å3 papers 

ÅShared care ðhospital & GP

ÅNurse - led community - based 

ÅNurse - led clinic - based

ÅGroup work; one - to - one

ÅMedication compliance + at least one lifestyle behaviour 

ÅLittle significant effect in terms of behaviour change 

ÅLack of theoretical underpinning (self - care model, 1 
paper) 

ÅShort - term interventions 

ÅLack of overt family involvement 



Identifying/developing the theory 
ÅCalgary Family Assessment/Intervention model (Wright 
& Leahey, 2005)

ÅStructural

ÅDevelopmental

ÅFunctional

ÅThe Theory of Planned Behaviour (Ajzen, 1991)

ÅAttitudes

ÅSubjective norms

ÅPerceived behavioural control



Calgary Family Assessment/Intervention model
(Wright & Leahey, 2005) 

Structural 

Developmental
Family 

assessment

Functional 



The Theory of Planned Behaviour



MRC framework: Development 
stage

1. Identifying the evidence base

2. Identifying/developing theory

3. Modelling process and outcomes



Modelling process & outcomes
Å Theory based

Å Effects of stroke on individual (tailored)

Å Family centred 

Å Long term intervention and follow - up

ÅNurse education

ÅGuidelines and assessment tools

Å Accessible information

Å Clear health promotion messages



Summary

1. Identifying/developing the evidence base V

Systematic review

Wider reading

Stroke nurse survey

Focus groups with patients and family members

Consultation with key stakeholders

2. Identifying/developing theory V

3. Modelling process and outcomes . . .
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Background 

ÅHealth needs of people with Learning 
Disabilities (NHS Health Scotland, 2004)

ÅLifestyles of people with Learning Disabilities

ÅPrevalence of smoking and drinking in people 
with Learning Disabilities

ÅCurrent evidence regarding Health Promotion 
interventions 



Aim

To develop evidence - based 
tobacco and alcohol - related 

interventions 



Medical Research Council 
Framework

Development stage

1. Identifying the evidence base

2. Identifying/developing theory

3. Exploring needs of people with learning 
disabilities



Identifying the evidence base

Å57 papers initially identified

Å5 papers met the study inclusion criteria

ÅThe quality rating of the 5 papers was generally poor

ÅThe review did provide some limited evidence on the 
feasibility and appropriateness of particular health 
promotion approaches.

ÅThe review demonstrated that little is currently known 
about what approaches are effective in addressing the 
tobacco and alcohol -related health promotion needs of 
people with learning disabilities

ÅThe review confirmed the need for research in this 
area



Identifying/developing theory

Social Cognitive Theory (SCT) (Bandura, 1986)

Personal
Factors

Behaviour

Environmental
Factors


