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Supplementary table S4 Synthesis 2 - recommendations from stream II evidence 

 

1. Complex interventions should be clearly defined as such.    

 

1.1 Complex interventions should be described in terms of their ‘active ingredients’ - By 

defining these ‘active ingredients’ the research can identify how the intervention 

works and how are these ‘active ingredients’ exerting their effect.   

Recommended strategies: create a steering group of experts (e.g. researchers, practitioners, 

stake holders) which will clearly define the intervention and its characteristics.  

2. Process evaluations should be theory based.  
 

2.1 Is the process evaluation guided by any theory or guidance? Researchers must draw 
on existing evidence and frameworks in order to understand and theoretically explain 
what the processes they expect to take place are.  
 

3. Context should be acknowledged and accounted for throughout the research 

process:  

The context in which the intervention was developed, implemented and finally evaluated 

should be clearly identified  

 

3.1 Has a clear description of context been provided? It is necessary to describe and 

monitor changes in the social, physical, economic, political and organizational context 

in which the intervention is embedded.  

3.1.1 There should be strategies in place to measure contextual factors (e.g. 

what provision of the intervention already exists?) 

 

3.2 What are the possible effects of context on implementation and outcomes?  

3.2.1 Contextual changes over time will need to be accounted for throughout the 

research process  

 

Recommended strategies: can be studied via interviews with project leaders, participants 

and other relevant stakeholders, project leaders’ logbooks and questionnaire items to 

participants included in the follow-up measurements.  

 

4. Research trials’ and process evaluations recruitment strategies and over time 
development should be clearly explained.  
 
4.1 Researchers need to identify and assess the strategies in place to approach and 

recruit participants for both, the research trial and the process evaluation. A number 
of items should be described and analysed:  
 

4.1.1 Were the recruitment strategies as successful and efficient as it had been 
anticipated in the original plan?  

4.1.2 What were the barriers and facilitators to recruitment?  
4.1.3 What strategies were in place to assure that participants remained involved 

and engaged?  
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4.1.4 What were the barriers and facilitators to maintaining participants’ 
engagement?  

 
Recommended strategies: can be studied via interviews with participants and staff involved 

in the recruitment process, participants’ and provider’s logbooks and questionnaire items to 

participants included in the follow-up measurements or at the time of withdrawal.  

 

5. Information regarding intervention staff should be analysed in detail, important 
factors to identify are:  

 

5.1 A detailed description of intervention staff should be provided, including: 
 

5.1.1 Description of the number of intervention staff involved, their background 
and level of experience related to the trialled intervention.  

5.1.2 Researched should explain if intervention staff’s involvement in the trial 
was part of their normal role or if they have been recruited especially for it.  

5.1.3 Description of any incentives that intervention staff were provided with as 
part of their role in the trial.  

 
5.2 It is necessary to acknowledge and account for differences amongst intervention 

staff: researcher should assess intervention staff’s motivations for joining the trial and 
their perceptions in regards to the study intervention’s impacts and outcomes.  
 

Recommended strategies: self-report questionnaires and qualitative interviews with 

participants in order to explore their perceptions regarding providers’ credibility.  Other 

methods can be provider’s reflexive diaries and intervention logs. Researchers can also 

conduct a survey amongst providers in order to quantitatively rate their opinions according to 

a particular itemized scale.  

 

6. A process evaluation should monitor the delivery of the complex intervention 
throughout the research period. 

 
6.1 How well is the intervention being delivered? 

 
6.1.1 The delivery of a complex intervention should be described in a study 

protocol/manual – this will need to provide a detailed explanation of the 
intervention. Important factors to consider are:  

 
6.1.1.1 There needs to be a clear consensus regarding 

standardization of the intervention.  A key early task for 
researchers is to agree on how much flexibility (tailoring) 
should be allowed at the time of implementation.  Assessment 
of the quality of delivery will be directly related to the degree 
of standardization required by the study protocol. 
Researchers should produce a brief guide for tailoring in order 
to assist intervention staff’s work with participants.    

 
6.1.2 Training for staff in charge of delivering the intervention should be 

available. Factors to consider are:   
 

6.1.2.1 Training should be standardized and delivered similarly to all 
intervention staff.  
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6.1.2.2 Training should be designed to reach well-defined 
performance criteria. Skill acquisition will need to be assessed 
once the training concludes. Intervention staff not reaching 
the desired level should be excluded or re-trained.   

6.1.2.3 Has competence in the delivery of the intervention been 
monitored over time and learning curve effects been 
acknowledged and accounted for?  Are there strategies in 
place to demonstrate that intervention staff’s skills at the 
beginning are not significantly different that at the end? 

 
 

6.1.3. Process evaluations should have strategies in place to investigate if the 
intervention is being delivered as planned in terms of dose and content: 
  

6.1.3.1. Strategies should be in place in order to measure how well 
are protocols being adhered to. 

6.1.3.2. Are there methods in place to monitor how well were the 
groups separated (minimize contamination between 
conditions)? 

 
 
Recommended strategies: train intervention staff on the use of the protocol via role playing 
and clearly explain the rationale for keeping treatment conditions separate. Use treatment 
hand-outs, presentation materials, manuals, etc. Carry out regular booster training sessions, 
schedule weekly supervision or with intervention staff were adherence to protocol is 
discussed. This can be done using a variety of methods such as audio or video tape 
sessions that can be evaluated by supervisors who are blind to the treatment condition. Also, 
randomly monitor audiotapes throughout the trial for both protocol adherence and non-
specific treatment effects. Intervention staff can also be asked to complete checklists of 
intervention components delivered. Carry out patient exit interviews/focus groups to ensure 
that patients in the control group did not receive treatment.  
 

6.2 How much of the intervention has been delivered (dose)?   
 

6.2.1 Each participant within a particular treatment condition should receive the 
same treatment dose in terms of number, frequency, length of contact and 
content.  

6.2.1.1 Are data collection tools in order to register ‘dose delivered’ 
adequate?    
 

 
 

6.3 How much of the intervention is being received (enacted, intervention reach, 
attendance)? 

 
6.3.1 To what extent did participants engage in the intervention? Were the 

attendance rates in lines with what was expected? What proportion of the 
included population participated? 

6.3.2 There should be documentation in place in order to investigate barriers and 
facilitators to implementation  

6.3.3 There should be available information regarding how participants receive 
the treatment: 
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6.3.3.1 Were there strategies in place to ensure that participants 
comprehended what the intervention is about? Do participants 
understand the information provided?  

6.3.3.2 Are participants being assessed in terms of how much they 
are using the skills provided with during the intervention, do 
they use them appropriately?   

6.3.3.3 Reactions, experiences, motivations and opinions of those 
exposed to the intervention should be investigated 

 
 
Recommended strategies: ask participants and intervention staff to complete intervention 
logs, reflective logs and diaries as well as to record attendance when applicable. Carry out 
interviews with participants, self-report questionnaires that include items regarding 
comprehension of the intervention.  Organize a focus group at the end of the intervention 
period in order to explore perceptions and understanding of the intervention.  
 
 
7. Results from process evaluations should be analysed in detail in order to identify 

possible links with main trials’ outcomes/results 
 
7.1 Process evaluation data will be of vital importance in order to avoid Type III errors 

when analysing neurological rehabilitation trials’ outcomes.  
 
 
8. Regarding methodologies and methods to carry out process evaluations 

 
8.1 Process evaluation data should be collected from all intervention and control sites. 
8.2 Chosen terminology and reasoning behind it should be clearly stated at the start of 

the process evaluation: definitions of terms and what is going to be measured should 
be available.   

8.3 Research trials should include a detail description and rationale behind process 
evaluation’s chosen strategies and data collection methods.  

8.4 Collected data should be both qualitative and quantitative 
8.5 Process data should be analysed before outcome data to avoid bias in interpretation 

 

 

 


