Consolidated Standards of Reporting Trials of Social and Psychological Interventions:
CONSORT-SPI Online Delphi Process

Objective
The primary objective of this study was to identify which items should be considered for inclusion in the CONSORT-SPI checklist at the face-to-face consensus meeting. The secondary objective was to involve a very large group of expert stakeholders internationally at an early stage in the CONSORT-SPI project in order to measure and reach consensus for potential items for the CONSORT-SPI checklist. Ethics approval for this study was obtained from the Department Research Ethics Committee (DREC) of the Department of Social and Intervention, University of Oxford (Ref: 2011-12_83).

Selection of Participants

Invited expert participants represented key stakeholders of social and psychological intervention trials across professions and relevant disciplines. The recruitment strategy targeted informed and interested participants representing one or more groups of stakeholders that the guideline is intended to influence. Researchers had to publish at least one manuscript of an intervention trial, systematic review, or methodological or statistical procedure. To be eligible as a journal editor, participants had to serve on the editorial board of a journal that has the remit to publish social and psychological intervention trials. To be eligible as a practitioner, participants had to provide services in education, police work, social work, mental health work, community health work, or related positions. To be eligible as a funder, participants had to hold a position as a funder of social and behavioural science research. To be eligible as a policy-maker, participants had to hold a position as a civil servant, elected official, consultant, or related posts. To be eligible as a consumer group representative, participants had to serve a consumer group organisation as a staff member, volunteer, board of directors member, or related position. As the Delphi questionnaires were written in English, all participants also had to be able to communicate effectively in English.
Potential participants were identified using a multistep, iterative approach similar to those for other Delphi processes to develop reporting guidelines. A 21-person Project Executive and International Advisory Group (IAG) of the CONSORT-SPI project identified an initial list of stakeholders who extensively publish, fund, or utilise social and psychological intervention research. Presentations about the CONSORT-SPI project at relevant conferences in the year before the Delphi process also led to a list of interested potential participants. The social and psychological intervention literature, conference proceedings, and member lists of research societies and organisations were also searched to identify experts in this area of research. Importantly, as a key enabler of the implementation of reporting guidelines is their inclusion in instructions to authors and journal policies, editors of journals listed as “Criminology and Penology”, “Clinical Psychology”, “Education”, “Public Health”, and “Social Work” in the ISI Web of Knowledge 2011 Journal Citation Reports (JCR) for Social Sciences were invited to participate. Due to the significant resources required to check whether all of these journals published social and psychological RCTs, editors from all journals were invited so as not to miss those editors of relevant journals. Given that the journal editor recruitment strategy was likely to identify many people not interested in intervention trials specifically, low response rates were expected for those invitees identified in this manner. 
To identify those outside of project team’s professional network, a commentary written by the Project Executive and co-published in several journals invited other stakeholders to contact the project team or visit the project website to participate in the Delphi process. In addition, a “snowball recruitment” approach was used, as participants identified through any of these strategies were also asked to nominate further Delphi participants in the initial invite emails to participate in the Delphi process. The goal was to recruit at least 100 participants. A secondary goal was to have at least 25% of participants actively serving on editorial boards of relevant journals, which is why an inclusive strategy was used to identify journal editors; it was deemed more important to wade through many potential participants to identify those few who were eligible and might otherwise be overlooked.

Selection of Preliminary Items

The CONSORT-SPI IAG held a virtual meeting three months before Round 1 of the Delphi process to nominate items—identified from the review of reporting standards in the previous dissertation chapter—for the initial questionnaire and to suggest credible participants. Prior to the meeting, the IAG received a draft questionnaire based on literature reviews regarding previous reporting guidelines for social and psychological intervention RCTs and their reporting quality, together with feedback from a consultation held at the 2012 Cochrane Colloquium. Members of the IAG also received copies of the literature review and the published commentary about the project launch.

Feedback from this meeting was then used to refine and finalise the Delphi Round 1 survey, which contained 77 items grouped under the traditional headings of a journal article (Title/Abstract, Introduction, Methods, Results, Discussion, and Other Information). Wording for each item was kept similar to existing guidelines, though slightly adapted where original wording came from biomedical disciplines with terminology that might be seen as foreign or inappropriate by this study’s participants.

Round 1 Delphi Survey

Procedures

Procedures for data collection, data analysis, and cut-offs for consensus were decided in light of recommended techniques for guideline development, and previous Delphi processes used to develop reporting guidelines.

All correspondence with participants was via email. Participants were sent invitation emails the day that the survey opened, which contained information about the objectives of the CONSORT-SPI project and the Delphi survey. Where relevant, those approached were also asked to provide reasons for declining to participate. Participant confidentiality of responses was ensured, and individual responses were known only to the moderators of the Delphi process.

The Round 1 Delphi survey was kept “active” for 9 weeks. Reminder emails were sent approximately 10 days before the survey close date to all participants who had yet to decline participation. A further reminder email was sent approximately 3 days before the survey close date to all participants who expressed interest in participating or were recommended by the project’s International Advisory Group but had yet to complete the survey. 

Materials

The Round 1 survey began with a brief introductory page that provided a link to full instructions and an informed consent website, which gave a summary of the objective of the survey and defined consensus for the round. Participants were asked to rate each candidate item on a 10-point Likert scale for their importance to include in CONSORT-SPI: a reporting guideline for social and psychological intervention trials. A rating of 1 corresponded to “not at all important” to include in the guideline (i.e., not important enough to include in the CONSORT-SPI checklist), and a rating of 10 corresponded to “very important” to include in the guideline (i.e., essential for all reports of social and psychological intervention RCTs). Participants were asked to rate the importance of concepts underlying each item rather than an item’s specific wording, as the phrasing of items would be decided at a later stage. They were also informed that items with middle or inconsistent rankings would be discussed again in later Delphi rounds. Any items from the CONSORT 2010 Statement that were relevant to a particular section of the questionnaire were provided to participants via a web-link in each respective section of the questionnaire. 
For each candidate item, participants were also provided an optional free-text comment box to clarify their views if desired. These comment boxes were limited to 1,200 characters in order to manage the amount of qualitative data to be analysed in the short timeframe between Rounds 1 and 2. In addition, participants had an opportunity at the end of the survey to clarify any remaining views and to suggest for future consideration any items that were not proposed in the Round 1 questionnaire. These final comment boxes had unrestricted character count limits. The Round 1 survey also collected demographic information on professional affiliation, age, gender, professional areas (academic/researcher, practitioner, journal editor, research funder, policy-maker, and consumer group representative), and experience in their professional area(s).
Round 2 Delphi Survey

Procedures

All participants who completed the Round 1 survey were sent an invitation email to the Round 2 survey the day that the survey opened. As in Round 1, all correspondence with participants was via email. The Round 2 Delphi survey was kept “active” for approximately 10 weeks. As in Round 1, reminder emails were sent approximately 10 days and 3 days before the survey close date to all participants from Round 1. 

Materials

Participants received summaries of the group’s quantitative and qualitative responses from Round 1 as well as their individual responses for Round 1 items to inform their responses in Round 2. The Round 2 questionnaire was organised into three parts: items with consensus from Round 1, items that required re-ranking, and new items proposed from Round 1. The first section listed 36 proposed items to include in the CONSORT-SPI checklist unless participants voiced strong objections in Round 2. Participants were informed that the order and wording of these items was not fixed but would be discussed at the face-to-face CONSORT-SPI consensus meeting in light of comments from Round 1 and any comments from this round. Participants were advised to review their “Delphi Part 1 Items” attachment, and then provide any remaining comments on this list of items in a comment box with an unrestricted character count limit.
The second section listed candidate items that did not reach consensus in Round 1 for participants to re-rank in Round 2. Some Round 1 items were split or their wording was changed for Round 2 in light of Round 1 comments. Participants were advised to review their "Delphi Part 2 Items" attachment for a full list of the items. This list also contained the medians and inter-quartile ranges for each item, as well as each participant’s individual scores for each item. As before, items were organised into sections according to the IMRAD format. For each section of the questionnaire, participants were also given a link to summaries of relevant comments about the original items for that section from the Round 1 questionnaire to consult.

For each item in a section, participants were asked to re-rate whether the item should be “Included”, “Excluded”, or “Optional/Unsure” for a minimum set of reporting standards for all social and psychological intervention trials. As in previous reporting guideline Delphi processes, a change from a 10-point Likert scale in Round 1 to fewer, anchored points in subsequent rounds was chosen to make it easier for participants to indicate (and the researchers to interpret) which items participants suggest for the checklist. Participants were again provided free-text comment boxes to elaborate on their views if desired, although there was only one free-text box for each section, rather than for each item as in Round 1. This structure intended to help manage the amount of qualitative feedback to analyse in time for the consensus meeting (or a Round 3, if needed). To compensate, the character limit for these comment boxes was increased from 1,200 characters to 2,500 characters. 
The third section listed the five new items proposed from Round 1 for participants to rate in Round 2. The format and response options for this section were exactly the same as for items in Section 2. Following this section, participants were provided one final comment box (with an unlimited character count limit) to express any views not included in their Round 1 or 2 comments, as well as any remaining comments they would like to make on the wording or content of items, for discussion at the consensus meeting, or on social and psychological intervention trials in general.
Achieved Sample Size
Of the 1376 participants invited to participate in the survey, 584 (43%) responded to the invitation email. Of these, 45 people did not participate citing lack of time (8% of the 584 responding), 26 because they did not think they were qualified (4%), 13 simply declined to participate (2%), and 116 (20%) began the survey but did not complete it. All 384 participants who agreed to participate and completed the Round 1 survey met pre-specified eligibility criteria for one or more of the professional categories, with 184 female participants (47.9%) and 194 male participants (50.5%); 6 participants (1.6%) did not report gender. Participants represent a wide variety of age groups, reside in 32 countries, and work in over a dozen specialty areas of social and psychological intervention. Of the 384 participants, 355 (92%) identified as an academic or researcher, 110 (29%) identified as a practitioner or provider of social and psychological interventions, 132 (34%) are editors of journals in this area, 47 (12%) hold positions involved with funding research, 36 (9%) are involved in policy-making, and 21 (6%) represent recipients of social and psychological interventions.
