CONSORT-SPI Delphi Round 2

INSTRUCTIONS  

Thank you for your Round 1 responses, which identified consensus about a number of items for the final checklist. In this Round 2 survey, we hope to reach agreement about remaining candidate items for CONSORT-SPI.   

Please indicate whether each item should be included in a MINIMUM set of items that ALL social and psychological intervention trials should report. As a reminder, potential checklist items were derived from the CONSORT 2010 Statement, CONSORT Extensions, and other reporting standards for social and psychological interventions.    

The Round 2 survey has organised items into three sections:      
Part 1: Consensus to include unless strong objections are received. You do not need to rate these items.  
Part 2: Lack of consensus. Please rate each item.  
Part 3: New items proposed in Round 1. Please rate each item.    

For each item in Parts 2 and 3, please select one of the following options:      
Include: This item MUST be reported for ALL social and psychological intervention trials. 
Exclude: This item is NOT mandatory.  
Unsure: This item MAY OR MAY NOT be required. Please explain.  ​ 

THE SECOND ROUND OF THE QUESIONNAIRE SHOULD BE COMPLETED BY 13 DECEMBER 2013. If you have any questions, please email Sean Grant at CONSORT.study@spi.ox.ac.uk


Part 1   This section contains 36 proposed items to INCLUDE in the checklist unless strong objections are received; please see the "Delphi Part 1 Items" attachment to your invitation email for a full list.  These items were rated highly in Round 1 and had little variability in their rankings.  We are not asking you to rate each of these items again, but rather to provide remaining comments that you may have, if any.  Please note that the order and wording of these items is not fixed, but will be discussed at the face-to-face meeting in light of comments from Round 1 and any comments from this round.

Comments:


Part 1. This section contains 36 proposed items to INCLUDE in the checklist unless strong objection are received. These items were rated highly in Round 1 and had little variability in their rankings.
[bookmark: _GoBack]
	Round 1 Item

	Title

	1. Identify as randomised/randomized in the title

	Introduction

	3. Scientific background and explanation of rationale of the study

	4. Describe the problem(s) or issue(s) that the intervention(s) is intended to address

	8. Specific objectives or hypotheses of the study

	Methods: Trial Design

	11. Description of trial design (such as cluster, factorial, crossover), including allocation ratio

	12. Report all inclusion and exclusion criteria for participants, providers, settings, and (if relevant) clusters

	13. Important changes to methods after trial commencement (such as eligibility criteria), with reasons

	14. How sample size was determined

	15. When applicable, explanation of any interim analyses and stopping guidelines

	Methods: Randomisation and Blinding Procedures

	16. Method used to generate the random allocation sequence

	17. Type of randomisation (e.g., minimisation, stepped-wedge) and details of any restriction (such as blocking and block size)

	18. Mechanism used to implement the random allocation sequence (such as sequentially numbered opaque envelopes), describing any steps taken to conceal the sequence until interventions were assigned

	19. Who generated the random allocation sequence, who enrolled participants, and who assigned participants to interventions

	20. Whether and how providers and participants were blind after assignment to interventions, and if maintenance of blinding was assessed

	21. Whether and how outcome assessors were blind after assignment to interventions, and if maintenance of blinding was assessed

	Methods: Process Evaluation

	25a. Precise details of the content of the intervention(s) and comparator(s) as designed for the study, including clear definitions of the essential and non-essential components for all groups, and the intended differences across groups

	25b. Precise details of the intended duration and frequency of the intervention(s) and comparator(s)

	25c. Precise details of the intended format of the intervention(s) and comparator(s), such as individual vs. group, in-person vs. electronic provision

	Methods: Outcomes and Data Analysis

	32. Explain the choice of outcomes, their timing and length of follow-up, and any differences across groups in how outcomes are measured

	34. Any changes to trial outcomes after the trial commenced, with reasons

	35. Statistical methods used to compare groups for primary and secondary outcomes, with reasons

	37. Methods for additional analyses, such as subgroup analyses, adjusted analyses, and how these compare to the trial registration and protocol

	38a. Imputation methods for handling missing data, and whether these methods were pre-specified

	Results: Participant Flow and Recruitment

	39. A flowchart including the following for each group: the numbers of participants, clusters, and providers or centres who were (1) approached, (2) screened, (3) eligible, (4) randomly assigned, (5) received the intended intervention, and (6) were analysed for the primary outcome, including the number of participants by each provider or center and reasons for dropout

	40. For each group, losses and exclusions after randomisation, including the number of participants who discontinued the intervention but remained in the trial, together with reasons

	42. Whether the trial has ended or was stopped, with reasons if so

	46. For each group, number of participants (denominator) included in each analysis, and whether each analysis was per protocol or based on initial intervention assignment 

	Results: Process Evaluation

	47a. Precise details of the intervention(s) and comparator(s) actually offered by providers, with reasons for any differences from design

	47b. Precise details of any tailoring by providers of the intervention(s) and comparator(s) to individual participants across groups

	48a. Precise details of the intervention(s) and comparator(s) actually taken up by participants, including acceptability if assessed

	48b. Amount of the intervention(s) and comparator(s) actually received by participants (e.g., sessions attended) across groups

	Results: Outcomes and Estimation

	50a. For each quantitative outcome, the results for each group as well as the estimated effect size and its precision (such as 95% confidence interval)

	50b. For binary outcomes, presentation of both absolute and relative effect sizes is recommended

	52a. All important harms or unintended effects in each group (for specific guidance see CONSORT for harms)

	Other Information

	62. References to intervention manual(s), websites, and other resources concerning the intervention

	63. Sources of funding and other support, and the role of funders in the design, conduct, analysis and reporting of the trial



Part 2        Candidate items that did not reach consensus; please see the "Delphi Part 2 Items" attachment to your invitation email for a full list.   

Indicate whether items should be reported in ALL social and psychological intervention trials.  

For each section, we have also provided a summary of comments about the original items from Round 1 for reference.

Section TITLE AND ABSTRACT    
Click here for a summary of comments from Round 1
	
	Include (1)
	Exclude (2)
	Unsure (3)

	The intervention and the target problem/population should be identified in the title (1)
	
	
	

	The abstract should identify the population, all intervention and control conditions, outcomes of interest, times of follow-up, and the trial setting (2)
	
	
	




Comments:

Section INTRODUCTION  
Summary of Round 1 Comments
	
	Include (1)
	Exclude (2)
	Unsure (3)

	Identify any evidence-based interventions for this problem/issue and how the experimental intervention differs (1)
	
	
	

	Mention current knowledge about the effectiveness of the experimental intervention (e.g., reference previous systematic reviews) (2)
	
	
	

	Provide a conceptual framework or logic model for how the intervention is hypothesised to lead to changes in outcomes (3)
	
	
	

	Whether each objective or hypothesis pertains to the individual participant level and/or cluster level (e.g., family, community) (4)
	
	
	

	Justification for each objective or hypothesis (5)
	
	
	




Comments:

Section METHODS: TRIAL DESIGN, RANDOMISATION AND BLINDING PROCEDURES  
Summary of Round 1 Comments
	
	Include (1)
	Exclude (2)
	Unsure (3)

	Incentives offered to participants (e.g., to enrol in the trial, use the intervention, complete outcome measures) (1)
	
	
	

	Rationale for choice of the control/comparator intervention(s) in the trial (2)
	
	
	

	Whether and how data analysts were blind after assignment to identifying information about participants (3)
	
	
	

	Whether maintenance of blinding data analysts was assessed (4)
	
	
	

	Discuss reasons for lack of blinding at any stage (e.g., impossible to blind participants to their assigned intervention) (5)
	
	
	

	Any methods to address lack of blinding (e.g., participants unaware content of comparator to minimise demand characteristics) (6)
	
	
	

	Description of similarities and differences in content and delivery between intervention(s) and comparator(s) (7)
	
	
	




Comments:

Section METHODS: SETTING  
Summary of Round 1 Comments
	
	Include (1)
	Exclude (2)
	Unsure (3)

	Dates/timings of study procedures by trial arm (e.g., recruitment, baseline, intervention, and follow-up) (1)
	
	
	

	Geographic location of the trial (e.g., rural setting in Southwest US, urban setting in London, UK) (2)
	
	
	

	Characteristics of practice setting(s) directly related to experiences of participants and providers (e.g., provider/participant ratio, physical space to run intervention) (3)
	
	
	

	Characteristics of the larger implementing organisation(s) that shape the practice setting (e.g., private/public school ownership, competing priorities to prison-based intervention) (4)
	
	
	

	Characteristics of the external environment relevant to the trial (e.g., community demographics, health/social care policies) (5)
	
	
	




Comments:

Section METHODS: INTERVENTIONS  
Summary of Round 1 Comments
	
	Include (1)
	Exclude (2)
	Unsure (3)

	Describe the plan for staff recruitment and selection for the intervention(s) and comparator(s) (1)
	
	
	

	Describe the plan for staff training and support for the intervention(s) and comparator(s) (2)
	
	
	

	Describe the planned physical and technical resources for the intervention(s) and comparator(s) (3)
	
	
	

	Describe any piloting of the intervention(s) with providers and the implementing organisation(s) prior to commencing the trial (4)
	
	
	

	Describe how and by whom actual delivery and uptake of the intervention by providers and participants was assessed (5)
	
	
	

	Any methods to investigate intervention causal mechanisms (qualitative/quantitative exploration of hypothesised mediators) (6)
	
	
	

	Any methods to investigate contextual influences on intervention outcomes (e.g., qualitative/quantitative exploration of the dependence of outcomes on practice setting, implementing organisation, or external environment) (7)
	
	
	




Comments:

Section METHODS: OUTCOMES AND DATA ANALYSIS  
Summary of Round 1 Comments
	
	Include (1)
	Exclude (2)
	Unsure (3)

	Describe measures used in all reported analyses, including mode of administration and any modifications to pre-existing measures (1)
	
	
	

	Information about each measure's psychometric properties in the trial (e.g., internal consistency of self-report measures) (2)
	
	
	

	Reference(s) to any validation studies for each measure, noting comparability of their population(s) and context(s) to the trial's (3)
	
	
	

	Methods used to enhance the quality of measurements in the trial (e.g., multiple observations, training of assessors) (4)
	
	
	

	Identify all outcome measures in the trial, and if these match the trial registration/protocol (5)
	
	
	

	If done, what variables were used for imputation (6)
	
	
	

	If done, the number of imputations performed (7)
	
	
	

	Any transformations or changes to raw quantitative data, with reasons (8)
	
	
	




Comments:

Section RESULTS: BASELINE AND OUTCOMES DATA    
Summary of Round 1 Comments
	
	Include (1)
	Exclude (2)
	Unsure (3)

	Data for demographic, socioeconomic, and other participant characteristics measured at baseline per trial arm (1)
	
	
	

	Describe whether and how the study completers differ from the original sample on baseline characteristics per trial arm (2)
	
	
	

	Report or refer readers to documents reporting analyses additional to main effects (e.g., subgroups; adjusted analyses) (3)
	
	
	

	Distinguish pre-specified from exploratory analyses (4)
	
	
	

	Provide raw data set needed for replicating analyses (either in online supplement or indicate how to obtain data on request) (5)
	
	
	

	Any adverse psychological events or unanticipated social disadvantage to individuals or clusters (e.g., families, communities) (6)
	
	
	




Comments:

Section RESULTS: PROCESS EVALUATION    
Summary of Round 1 Comments
	
	Include (1)
	Exclude (2)
	Unsure (3)

	Actual professional qualifications of providers (rather than per the study protocol) (1)
	
	
	

	Actual training to deliver the intervention(s) (rather than per the study protocol) (2)
	
	
	

	Actual supervision of providers across groups (rather than per the study protocol) (3)
	
	
	

	Details of any other identified barriers and facilitators of implementing the intervention(s) (4)
	
	
	

	Describe any information about the acceptability or perceived value of the intervention(s) and comparator(s) by participants (5)
	
	
	

	Results of any investigations of causal mechanisms of the intervention (6)
	
	
	

	Results of any investigations of contextual influences on intervention outcomes (7)
	
	
	




Comments:

Section DISCUSSION  
Summary of Round 1 Comments
	
	Include (1)
	Exclude (2)
	Unsure (3)

	Interpretation of the results, considering pre-specified and alternative hypotheses (1)
	
	
	

	Population(s) to whom the results may apply, considering sample characteristics, the intended population, recruitment procedures, and related studies (2)
	
	
	

	Setting(s) to which the results may apply, considering intervention implementation, choice of comparator, trial context, and related studies (3)
	
	
	

	Interpretation of any results about moderators and mediators, considering other relevant evidence and study limitations (4)
	
	
	

	Limitations due to sources of potential bias and imprecision (5)
	
	
	

	Limitations due to heterogeneity (e.g., variability in the participants, intervention implementation, and outcomes) (6)
	
	
	

	Limitations of methods to investigate intervention implementation (e.g., provider delivery and participant uptake) (7)
	
	
	

	Implications of trial findings to future research, policy, and practice, commensurate with strengths and limitations of the study (8)
	
	
	




Comments:

Section OTHER INFORMATION  
Summary of Round 1 Comments 
	
	Include (1)
	Exclude (2)
	Unsure (3)

	Registration number and name of trial registry, or reasons why trial was not registered (1)
	
	
	

	Details about ethical approval  (body giving approval/study identification number, informed consent procedures, any important ethical considerations) (2)
	
	
	

	References to external sources with information about the methods and outcomes of this trial, such as the full trial protocol and other papers/reports about the trial (3)
	
	
	

	Report any involvement of the intervention developer in the design, conduct, analysis, and reporting of the trial (4)
	
	
	

	Any potential conflicts of interest (5)
	
	
	

	How any identified potential conflicts of interest were handled (6)
	
	
	




Comments:

Part 3   This section contains ADDITIONAL items generated from free-text comments in Round 1.  Summary of Round 1 Comments
	
	Include (1)
	Exclude (2)
	Unsure (3)

	Direct costs of implementing the intervention (e.g., provider salary, necessary material resources, training and supervision) (1)
	
	
	

	Present results of power analyses (i.e., power for outcome analyses at each follow-up) (2)
	
	
	

	Any methods to avoid or minimise contamination or spillover effects in the trial (e.g., participants in a comparator group receiving the experimental intervention) (3)
	
	
	

	Stakeholder involvement in trial design, conduct, and/or analyses (e.g., practitioners, policy-makers, participant representatives) (4)
	
	
	

	Acknowledgements of those who contributed substantially to the project but did not meet authorship requirements (5)
	
	
	




Comments:


REMAINING COMMENTS 

We would like to give you another opportunity to express views not included in your comments above or in any of your comments from Round 1.   

Are there any remaining comments you would like to make on the wording or content of items, for discussion at the face-to-face meeting, or on social and psychological intervention trials in general?





Thank You   

Thank you for taking the time to complete this survey. Your input is greatly appreciated! 

PLEASE CLICK THE FORWARD ARROW BUTTON BELOW TO REGISTER YOUR RESPONSES. 

