Consolidated Standards of Reporting Trials of Social and Psychological Interventions:
CONSORT-SPI Consensus Meeting

Objective
The primary objective of this study was to select items for inclusion in 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
Participants were drawn from the CONSORT-SPI Delphi process and selected purposively to include stakeholders from various disciplines and various professional roles, namely trialists, funders, and journal editors. At the outset, a group of around 20-30 participants was desired to balance the diversity of opinion with meaningful opportunities for interaction, and to be sufficiently small to maximise opportunities for discussion and create an opportunity to achieve consensus. The Project Executive first identified a small group of invitees from the study’s advisory group, whose participation was deemed essential to hold the meeting. After this small group was invited, and potential dates for the meeting had been settled, members of the advisory group were again consulted to finalise the size of the consensus meeting group and the participants to invite. Based on recommendations from the advisory group and other members of the Project Executive, invitees were sent formal invitation emails. A list of people larger than the target number was kept in case invitees declined, or those who had accepted had to withdraw from the meeting. In such instances, someone from the list with the closest disciplinary background and professional role(s) was then approached. Invitations were sent from one to six months in advance of the meeting. Travel, accommodation, and meals for each participant were provided or reimbursed.

Time and Setting
The meeting was held from 17 to 19 March 2014 in Oxford, UK. Meeting discussions took place in one large room, and all discussions were as one group; three tables were arranged around two projector screens, on which presentations were displayed.

Meeting Preparation
The Project Executive developed the meeting agenda in advance, allowing an adequate form and structure to the meeting in order to facilitate the proper amount of time needed for all of the agenda items. The primary goal of developing an early version of the CONSORT-SPI checklist guided the development of the agenda.
Pre-meeting reading packs were also developed and sent to participants approximately three weeks in advance of the meeting. These materials included short professional biographies of all participants, the agenda for the consensus meeting, and a brief summary of the CONSORT-SPI Delphi process. They also included five published manuscripts related to the project: guidance for the development of reporting guidelines, the conceptual launch paper for the CONSORT-SPI project, the review of reporting quality and reporting guidelines related to social and psychological interventions, the CONSORT-SPI project protocol, and the CONSORT 2010 Statement E&E to give participants an example of the end goal of this meeting. The appendices included a draft CONSORT-SPI checklist based on the Delphi results, final rankings for items from the Delphi process, and a summary of the Delphi Round 2 qualitative feedback. The same materials were also provided during the meeting (in a printed pack and on a flash drive), with the addition of the newly published Template for Intervention Description and Replication (TIDieR) Checklist and manuscript, as well as the CONSORT Extension for Abstracts. 
Pre-meeting phone calls were conducted by one member of the Projective Executive with each consensus meeting attendee. These pre-meeting calls aimed to make sure that all logistical issues had been sorted, see if participants had any questions about the agenda and reading materials, discuss with each participant their expectations of the meeting and the discussions therein, and to identify additional issues to add to the agenda.

Structure of Meeting
The consensus meeting followed established methods used in previous CONSORT meetings. Members of the CONSORT Group, as well as several people who have participated in previous consensus meetings, were also in attendance to facilitate an efficient meeting. As mentioned above, literature reviews and results of the Delphi process were provided in advance to ground conversations on empirical information and to facilitate cohesive discussion. The meeting itself involved presentations on relevant background literature, sharing the results of Delphi process, discussion of each proposed item, voting following item discussion, and sessions focusing on the strategy for producing documents and disseminating project outputs. PowerPoint slides of these presentations will be made available on the project website. 
At the beginning of each day, the objectives for that day were reviewed, and any outstanding issues among the participants were addressed. Throughout all three days, the meeting was divided into sessions, with members of the Project Executive rotating as discussants of each session to lead discussion and to ensure that decisions were made when applicable to a session. While the Project Executive aimed to follow closely with the agenda, the actual length and timings of sessions were somewhat flexible so as to adapt to the needs of the group. An Administrative Assistant was also hired to assist with the computer screens, logistics at the site, and other assorted tasks for smooth running of the meeting.

Day 1 Agenda
The consensus meeting began with an introduction of all participants, followed by an overview of the goals of the meeting, and then several presentations about specific background topics related to reporting social and psychological intervention trials. These presentations included a discussion on what reporting guidelines are, systematic reviews on reporting quality and reporting guidelines related to social and psychological intervention RCTs, the Project Executive’s conceptualisation of social and psychological interventions, and the results of the CONSORT-SPI Delphi process. 
Two structured sessions solely involving group discussion were also on the agenda: one after the presentation on the systematic reviews to have participants discuss reporting problems in their area, and another after the presentation on the Delphi process to have participants discuss its results. Background presentations and discussion on Day 1 were considered a useful way to have participants become acquainted with each other and to set the stage for the discussions and voting on items during Days 2 and 3. By the conclusion of this day, all participants were intended to understand the current quality of reporting social and psychological intervention RCTs, the general results of the Delphi process, and the scope of the guideline.

Day 2 Agenda
At the beginning of the day, participants were reminded in an overview session about Day 2 that the group was voting on items for the CONSORT-SPI checklist, and should consider the items included in the checklist to be a minimum, essential set reflecting standards that should be reported based on empirical evidence of their importance to bias, previous poor reporting, and/or theory. Classifications as to the importance of selected items are noted in the analysis of consensus meeting discussions below.
Participants were led in a structured discussion of each item proposed for the checklist from the Delphi process. The list of items at the end of the Delphi process was revised for the consensus meeting based on both quantitative rankings and qualitative responses from Delphi participants. Consensus meeting participants discussed whether each proposed checklist item should be included or modified for the final version of the CONSORT-SPI checklist. As much as possible, these discussions focused on the concept underlying each item rather than seeking to perfect wording at this stage, although differences in nomenclature were noted so as to inform the guideline documents. 
For each session, the discussant facilitated and ensured that all participants were able to express any views, that all ideas were discussed in-depth, and that assertive participants did not dominate the discussion. Participants then voted on the minimum items to include in the CONSORT-SPI checklist. Voting was confidential using anonymous electronic ballots to promote honest answers and allow participants to rethink their position if a re-vote was needed. Proposed items appeared on one screen, and instructions to vote on the other screen (i.e., press “A” for Include, “B” for Exclude”, or “C” for unsure as to whether an item should be included in the CONSORT-SPI checklist). Items were voted on individually in turn, and participants were notified that they had the ability to change their votes if they pressed the wrong button. After the meetings for Day 2 were completed, the Project Executive compiled a draft CONSORT-SPI checklist for discussion on Day 3. 

Day 3 Agenda
After an overview of the objectives of Day 3 and a session on tabled issues from Day 2, there was a lengthy session reviewing and discussing the items recommended for the CONSORT-SPI checklist from the previous day. The overview of items selected from the previous day also involved discussion on the content of the CONSORT-SPI flow diagram, using the CONSORT for Non-Pharmacologic Treatments flow diagram as a template. The Project Executive originally planned to have separate sessions on reviewing and discussing recommended items (bit by bit) and then finalising the CONSORT-SPI checklist as a whole (with a global view), but these were decided on the morning to be collapsed into one session because the group felt that both could be done at the same time. A new session on the appropriateness of the guideline title, “social and psychological”, then replaced the session on finalising the CONSORT-SPI checklist because of requests from some participants. Once the checklist items had been decided, participants discussed and then voted on proposed items for the title and abstract. A subsequent 40-minute session on discussion of the checklist wording was planned, but this was cut because the group’s conversation had already addressed checklist wording. Remaining issues in wording will be handled by the Project Executive and writing group before circulating a draft checklist to the consensus group.
The meeting concluded with discussion about optimising knowledge translation, and members of the group committed to specific efforts to this end. Namely, the strategy for producing guideline documents, as well as the strategy for disseminating and implementing these documents, were discussed. Though originally planned to be two sessions, the discussion on implementation from the viewpoint of editors and the publication strategy session were merged into one session. This combination provided more time for the session on knowledge transfer. 

Voting on Checklist Items
When voting on items for the first time (Days 1 and 2), any items with ≥70% “include” votes from participants were considered to be included in the CONSORT-SPI checklist. Any item with 70% “include” and “unsure” rankings combined were allowed to be raised again on Day 3 at the Project Executive’s discretion. Anything with ≥30% “exclude” would not be raised again on Day 3, unless strongly desired by one or more consensus meeting participants. On any Day 3 re-votes, items with ≥80% “include” rankings were included in the CONSORT-SPI checklist, anything with ≥70% “include” could be added at the discretion of the writing group at a later date, and anything with <70% “include” was considered to have insufficient support to be considered a minimum reporting item. The required high rates of consensus aimed to ensure that the checklist consisted of a minimum set of essential items for reporting social and psychological intervention trials. 

[bookmark: _GoBack]Achieved Sample Size
Overall, 31 participants attended the consensus meeting, including the seven members of the Project Executive, eight members of the advisory, nine journal editors, three representatives from research funding organisations, and four intervention research methodologists.
CONSORT-SPI Consensus Meeting Agenda (17-19 March 2014; Oxford, UK)

	Monday 17th March 2014

	Time
	Subject

	12:00 – 12:30PM
	Registration and refreshments

	12:30 – 1:30PM
	Lunch

	Session 1: Introduction and Background

	1:30 – 1:45PM
	Welcome/introductions

	1:45-2:00PM
	Overview of goals and process

	2:00 – 2:30PM
	Background: Reporting Guidelines

	2:30  – 3:00PM
	Existing guidelines and reporting quality of RCTs: Results from systematic reviews

	3:00  – 3:30PM
	Group Discussion: Reporting problems in “your” area

	3:30 – 3:50PM
	Tea/coffee

	Session 2: Reporting Social and Psychological Intervention RCTs

	3:50 – 4:20PM
	Focus of checklist: What are “social and psychological” interventions, and what issues arise in RCTs evaluating them? Who will use/benefit from this checklist? 

	4:20 – 4:50PM
	Preliminary activities: The CONSORT-SPI Delphi process

	4:50 – 5:30PM
	Discussion: results from the Delphi process

	7:30 PM
	Dinner

	






















	

	Tuesday 18th March 2014

	Time
	Subject

	8:00 – 9:00AM
	Breakfast

	Session 3: CONSORT-SPI Checklist Items

	9:00 – 9:15AM
	Review of Day 1 and Aims of Day 2

	9:15 – 9:45AM
	Introduction: previous evidence, analytic framework, objectives 

	9:45 – 10:15AM
	Trial design

	10:15 – 10:45AM
	Randomisation procedures

	10:45 – 11:05AM
	Coffee/tea break

	11:05 – 11:35AM
	Blinding procedures

	11:35AM – 12:05PM
	Intervention design

	12:05 – 12:35PM
	Intervention implementation: setting, delivery, and uptake

	12:35 – 1:35PM
	Lunch followed by tea/coffee

	Session 4: CONSORT-SPI Checklist Items (cont.)

	1:35 – 2:05PM
	Data collection and analytic plan

	2:05 – 2:35PM
	Participant flow and recruitment

	2:35 – 3:05PM
	Baseline data

	3:05 – 3:25PM
	Tea/coffee

	3:25 – 3:55PM
	Results: Outcomes and estimation

	3:55 – 4:25PM
	Adverse events

	4:25 – 4:55PM
	Discussion section: interpretation, generalisability, limitations 

	4:55 – 5:30PM
	 “Other” information: CoI’s, ethics, trial registration

	7:30PM
	Dinner

	
	


	
















	Wednesday 19th March 2014

	Time
	Subject

	8:00 – 9AM
	Breakfast

	Session 5: The CONSORT-SPI Checklist

	9:00 – 9:15AM
	Review of Day 2 and Aims of Day 3

	9:15 – 9:45AM
	Tabled issues from Day 2

	9:45 – 10:30AM
	Review and discussion of recommended items

	10:30 – 10:50AM
	Tea/coffee

	10:50 – 11:20AM
	Finalise CONSORT-SPI checklist

	11:20 – 11:50AM
	Items for title and abstract

	11:50 – 12:30PM
	Discussion on checklist wording

	12:30 – 1:30PM
	Lunch

	Session 6: What next and what else?

	1:30 – 2:00PM
	Implementation: a view from the Editors

	2:00 – 2:30PM
	Publication strategy: Drafting, piloting, and co-publication

	2:30 – 3:00PM
	Other KT activities: linking with CONSORT, EQUATOR, and endorsement by others

	3:00 – 3:15PM
	Wrap-up of main meeting

	4:00 – 5:30PM
	Project Executive meeting: publication timeline and next steps
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