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1. [bookmark: _Toc227325449]
Purpose
This document has been developed to describe how individuals involved with the [project name] trial will:
a) contribute to publications to ensure timely outputs in an equitable, efficient and transparent manner.
b) be acknowledged for their contributions to each publication.
For the purpose of this document, a “publication” is defined as a) research papers b) presentations at conferences or c) any other public facing materials.

2. [bookmark: _Toc227325450]Scope
This document relates to publications arising from the [project name] study and data obtained from its participants during the study. This document does not relate to trials linked to [project name] which involve other participants and should have their own publication plans.

3. [bookmark: _Toc227325451]Roles and responsibilities
The roles and responsibilities for ensuring appropriate management of publications for the [project name] study are as follows:

Amend as appropriate
	Chief Investigator (CI)
	· Agreeing which papers, etc will be written.
· Assigning a lead author to each paper.
· Agreeing the co-author list.
· Act as guarantor of the paper if the lead author cannot.
· Approve use of [project name] data if no committees exist (once the trial has ended).

	Lead authors
	· Deciding on co-authors, drafting a contributorship statement and who will be acknowledged.
· Leading the drafting of the publication.
· Circulating drafts for review with appropriate deadlines.
· Liaising with the TM about status and requesting submission for funder approval.
· Submitting the publication to the journal / conference / other submission source.
· Act as guarantor of the paper.

	Co-authors
	· Supporting the lead author by reviewing in a timely manner.
· Sign an authorship agreement.
Patient and Public Involvement (PPI) representatives should clarify any special requirements they have for reviewing a document e.g. minimum time before deadlines.
Site PIs can be invited to be co-authors on outcome papers where a contribution can be justified. Reviewing of manuscripts is mandatory to qualify for co-authorship.

	Trial Manager (TM)
	· Developing and updating the Publication Plan.
· Maintaining records of each publication.
· Submitting to the funder any publications to be approved for submission.
· Forwarding to [external parties as required e.g. drug manufacturer] any publications we plan to submit for their information.
· Maintain records of signed authorship agreements.
· Identifying funding for publication costs along with CI.

	Trial Management Group (TMG)
	· Approve publications for submission.
· Approve requests for data analysis using [project name] data.

	Data Monitoring Committee (DMC)
	· Approve requests for data analysis using [project name] data.



We have included an authorship agreement statement in the Appendix 1 requesting that all individuals involved in the authorship process of any paper arising from the [project name] study agree to the terms and conditions of being an author.

4. [bookmark: _Toc227325452]Principles regarding authorship 
Publication management
· The TM must be made aware of all planned publications/presentations to ensure that this Publication Plan is kept up to date and that the funder is aware of all outputs prior to submission/presentation.
· The TM will liaise with the funder and any other relevant parties prior to formal submission / presentation of an output as per the relevant guidelines for that organisation.
Authorship
· A lead author and wider writing team will be established for each identified paper.
· All potential contributors will have the opportunity to opt into a writing team. If no response to the invite is received, authorship will not be granted.
· PPI members of the trial team will be included in relevant publications as authors where possible (it is unlikely that they can meet the ICJME[footnoteRef:1] criteria so special agreements will need to be in place for suitability for authorship for these outputs). [1:  http://www.icmje.org ] 

· It is the responsibility of the CI in conjunction with the lead author to decide authorship order in consultation with agreed co-authors. Any disputes regarding authorship will be resolved by the CI.
· All named authors must meet authorship criteria (see section 5). 
· Each author should have participated sufficiently to take appropriate public responsibility for the publication’s content.
· All authors must sign the Authorship agreement (see Appendix 1) and return a copy to the TM.
Permission to use data for a publication
· All proposals for publications using [project name] data must be approved by the TMG and DMC.
The review process 
· Publication timetabling must account for appropriate review by the funding body (up to 30 days).
· For any one paper, each substantive new draft will be circulated by the lead author to the writing team in a timely manner with reasonable deadlines for review to ensure the opportunity to contribute.
· Version control for reviewing by all parties must be adhered to. Please add your initials to the filename of the document you will return containing your comments as tracked changes.

5. [bookmark: _Toc227325453]Authorship & contributorship
The following criteria based on ICJME rules on authorship and contributorship (see http://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-role-of-authors-and-contributors.html) will be used to acknowledge the level and nature of contribution of key individuals in publications arising from the project. 
[bookmark: _Toc227325454]Authorship
The uniform requirements for manuscripts submitted to medical journals state that authorship be based on the following four criteria: 
· Substantial contributions to the conception or design of the work; or the acquisition, analysis, or interpretation of data for the work; AND
· Drafting the work or revising it critically for important intellectual content; AND
· Final approval of the version to be published; AND
· Agreement to be accountable for all aspects of the work in ensuring that questions related to the accuracy or integrity of any part of the work are appropriately investigated and resolved.
In addition to being accountable for the parts of the work he or she has done, an author should be able to identify which co-authors are responsible for specific other parts of the work. In addition, authors should have confidence in the integrity of the contributions of their co-authors.
All these conditions must be met. Participation solely in the acquisition of funding or the collection of data does not justify authorship.
The lead author and / or CI will be identified as guarantors of any paper. The guarantor accepts full responsibility for the work and/or the conduct of the study, had access to the data, and controlled the decision to publish.
Special consideration will be given to PPI members who will be contributing in a more specialist manner to ensure that they are included appropriately.
Site PIs will be offered the opportunity of being a co-author if they opt in when invited. They will need to adhere to the guidelines set out in this plan and must contribute to the review of the manuscript as a minimum to be eligible.
Publications fall into two categories which will be agreed by the TMG:
· Level 1 - Publications central to the [project name] study	Comment by Deborah Fitzsimmons: On the lovely template- maybe a column for this as the other thing will be who funds and might need to prioritise e.g. NIHR 
Authorship will take the form ‘A, B, C … and the [project name] study team’. Members of the TMG (including co-applicants) would be able to list such publications in their CVs.
· Level 2 - Publications derived from the [project name] study, but not central to it
Authorship will take the form ‘A, B, C … in collaboration with the [project name] study team’. In normal circumstances other members of the TMG would not list such publications in their CVs.

[bookmark: _Toc227325455]Contributorship
Contributors to outputs from the [project name] study will be acknowledged at the end of each paper, giving details of who did what in planning, conducting and reporting the work. 
Some contributors may not be on the authorship list.
The contributorship statement will be drafted by the lead author and circulated as part of the draft manuscript for endorsement / modification by the other authors.

6. [bookmark: _Toc227325456]Acknowledgements
We shall acknowledge all others who have played a part in the trial but do not fulfil the criteria for co-author based on their contributions. The lead author shall be responsible for overseeing this.
All outputs must acknowledge the funders and carry the appropriate disclaimers as directed by the funder branding and output guidelines. The TM will have these on file, or they can be accessed on the NIHR website. 

7. [bookmark: _Toc227325457]Conference presentations
The intention to submit for conference presentation should be agreed in advance with the TMG. Authors should allow sufficient time for their request to be reviewed.
If there is insufficient time for the TMG to review such a request, the CI can make a decision on behalf of the TMG.
The body of the presentation (including posters) should be reviewed by the TMG and the funder prior to presentation. 
Posters and presentations must adhere to the funder’s branding guidelines and have the appropriate disclaimers.
The TM will record all conference presentations (oral and poster).

8. [bookmark: _Toc227325458]Access to / use of study data
Any use of trial data, including process and outcome data, beyond the trial team must be subject to prior approval from the TMG and DMC.
Such requests must be in writing and directed to the CI. They must clearly describe the purpose for which the data is required and how it is to be used.
All output from such work must acknowledge the source of the data, and its use must be consistent with ethical and governance approval, (either existing or subsequently sought).
If the trial has officially ended and the TMG and DMC have been disbanded, the CI should be contacted to determine the process for seeking permission to access data for further analysis and publication.

[bookmark: _Toc227325459]
APPENDIX 1: Authorship agreement

The [project name] study Publication Plan (version x dated xx-xx-xx) establishes the criteria for recognising the nature and extent of individual contributions to each publication / presentation.

Each publication will follow the International Committee of Medical Journal Editors (ICMJE) rules on authorship and contributorship (http://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-role-of-authors-and-contributors.html) and how acknowledgements will be made

As a potential lead author on a [project name] study publication, you will need to agree to the following:

· You will ensure that all agreed co-authors of the paper have the opportunity to comment on successive drafts.
· All drafts will be given an appropriate timeframe within which to review which should bear in mind any diary or reasonable special requirements from all co-authors.
· You will add the appropriate contributions, acknowledgements and disclaimers to the publication prior to submission.
· You will liaise with the Trial Manager to ensure correct document management procedures are maintained.

As a potential co-author on an [project name] study publication, you will need to agree to the following:

· You will review any documents using tracked changes and within the timeline provided.



Agreement 

I agree to adhere to the guidelines set out in the Publication Plan for publications (defined as research papers, conference presentations and any public facing materials) arising from the [project name] study :


    Signed:  	.…………………….


    Name: (please print) ……………………………………………………………………..


    Date: 	………………………

	[logo/trial name]
	
Publication Plan




Please email a signed copy of this page ONLY to [trial office email] 
STU-AD-TMP_058 Publication plan v1.docx
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[bookmark: _Toc227325460]APPENDIX 2: Planned Publications and Presentations	
Please note that this table is a template. The working version will be a separate document which will be regularly updated by the Trial Manager.
All papers for journals shall have their IDs preceded by “P”. Conference presentations/posters shall have their IDs preceded by “C”.

	
	Study component / outline paper
	Priority 
(1=Urgent; 2=Semi-urgent; 3=Not urgent)
	Possible target journal(s)
	Lead 
Author 2
	Co-authors [footnoteRef:2] [2:  Initials of possible authors in Appendix 3
] 

	Status

	P1
	Main report to funder
	
	
	
	
	

	P2
	Protocol paper
	
	
	
	
	

	P3
	Main trial outcomes 
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	




[bookmark: _Toc227325461]APPENDIX 3: Possible authors	
Listed in alphabetical order (based on surname) 

	Full name 
	Organisation to be listed on a paper
	ORCID ID

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	















