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Objectives

• Describe a methodological 

process for designing complex 

interventions

• Describe how this process 

was applied in the design of a 

client-driven community-based 

intervention for older adults 

with diabetes and co-morbid 

conditions
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Outline (based on Craig et al., 2013)

• What makes an intervention complex?

• Key elements of the development and 

evaluation process

• Five points on developing and evaluating 

complex studies



What makes an intervention complex?
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Number of interacting components within the 

experimental and control interventions

Diabetes intervention components

• Home visits

• Group program

• Case conferences

• Care coordination

• Usual care



Number and difficulty of behaviours required by 

those delivering or receiving the intervention

• Delivering the intervention

– Providing holistic care, with focus on 

multiple chronic conditions

– Engaging and supporting family 

caregivers

– Strengthening self-efficacy for 

chronic disease self-management

– Collaborative practice

• Receiving the intervention

– Goal setting and behaviour change



Number of groups or organizational levels 

targeted by the intervention

Pragmatic trial (broad inclusion criteria)

• Age 65+

• T2DM plus at least 2 co-morbid conditions

• Community-dwelling

Four study sites

• Each site has some differences in usual care



Number and variability of outcomes

Outcome measures

• Diabetes self-care activities

• Self-efficacy

• Health-related quality of life

• Depression, anxiety

• Costs of use of health services 

and community support 

services



Degree of flexibility or tailoring of the 

intervention permitted

Client-driven intervention

• Allows for flexibility in 

uptake of home visits and 

group program

• Client-driven focus of self-

management education 

and support

• Individualized goal-setting
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Process of designing a community-based intervention for 

older adults with diabetes and co-morbid conditions

Pilot study (one group)

Invitational workshop

Randomized controlled trial

Qualitative study

Grassroots idea

Development

Identifying the 

evidence base, 

identifying and 

developing 

theory, 

modelling 

process and 

outcomes

Evaluation

Assessing 

effectiveness, 

understanding the 

change process, 

assessing cost-

effectiveness
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A good theoretical understanding is needed of how the 

intervention causes change, so that weak links in the 

causal chain can be identified and strengthened

Evidence supporting the intervention

• Experiences and opinions of stakeholders

• Canadian Diabetes Association Clinical Practice 

Guidelines

– Organization of diabetes care

– Self-management education

– Diabetes in the elderly

• Social Cognitive Theory

• Other research studies



A good theoretical understanding is needed of how the 

intervention causes change, so that weak links in the 

causal chain can be identified and strengthened

Pilot study data analysis

• Changes in scale scores and 

individual items within a scale

• Linear regression 

• Qualitative data

Added self-efficacy as an 

outcome measure in the RCT



Lack of effect may reflect implementation failure rather 

than genuine ineffectiveness; a thorough process 

evaluation is needed to identify implementation problems

Implementation plan

• Training

• Monthly meetings with 

intervention team

• Reminders 

• Audit and feedback 



Lack of effect may reflect implementation failure rather 

than genuine ineffectiveness; a thorough process 

evaluation is needed to identify implementation problems

Evaluating feasibility

• Eligibility

• Enrollment

• Dose of intervention

• Intervention fidelity

• Attrition



Lack of effect may reflect implementation failure rather 

than genuine ineffectiveness; a thorough process 

evaluation is needed to identify implementation problems

Evaluating acceptability

• Length of questionnaire and 

ease of completion

• Structured interview questions 

with participants

• Focus groups with the 

intervention team

• Field notes at monthly meetings 



Variability in individual level outcomes may reflect 

higher level processes; sample sizes may need to be 

larger to take account of the extra variability and 

cluster randomised designs considered

Diabetes RCT

• Planning to evaluate what 

subgroups the intervention is 

most effective for

• Needed to balance ideal sample 

size with resources available

• Randomization at the individual 

level, stratified by site



A single primary outcome may not make best use of 

the data; a range of measures will be needed and 

unintended consequences picked up where possible

Diabetes RCT outcome measures

• Diabetes self-care activities

• Self-efficacy

• Health-related quality of life

• Depression, anxiety

• Costs of use of health services 

and community support services



Ensuring strict standardization may be inappropriate; the 

intervention may work better if a specified degree of 

adaptation to local settings is allowed for in the protocol

Example:  Tailoring home visits

• Standards

– Initial home visit is conducted by the RN and RD 

together and is scheduled within one month of the 

date of random assignment to the intervention group

– Follow-up home visits are scheduled two months and 

four months after the initial RN/RD home visit

– Visit report is to be completed for each visit

– Medication worksheet is to be completed at the initial 

visit



Ensuring strict standardization may be inappropriate; the 

intervention may work better if a specified degree of 

adaptation to local settings is allowed for in the protocol

• Flexibility

– Participants may decline one or more home visits or 

choose to have visits at the clinic instead of at their 

home, and still remain in the intervention 

– Each follow up visit can be provided by the RN or the 

RD, depending on the participant’s self-management 

interests and goals

– The RN and RD may conduct up to 10 of the follow-

up visits together





Questions and comments

• What makes an intervention complex?

• Key elements of the development and 

evaluation process

• Five points on developing and evaluating 

complex studies



Thank-you


