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POLICY MATTERS
(acknowledgement to liberal use of the publication policies of ACCESS and ACRIN)

LIDC PUBLICATION POLICY 
1.1 General Statement of Editorial Policy 


The Lung Image Database Consortium (LIDC) will generate considerable new data relative to databases, lung nodules, and radiologists’ assessment of lung nodules.  The LIDC Steering Committee fosters and guides development of scientific reports originating from data obtained in the project.  The LIDC is a cooperative effort established to provide a public resource, to guarantee the integrity of that resource, and to pursue scientific lines of inquiry relevant to this endeavor.  All presentations and publications of any data collected by the LIDC are expected to protect the integrity of the main objectives of the overall project.  The Steering Committee determines the timing of LIDC publications and presentations, including the most appropriate forum.


Publications are grouped into five general categories (see section 1.2).  Topics for consideration to be developed into publications should be submitted to the Steering Committee by LIDC investigators.  A writing group with a designated chairperson (the first author) is convened for each topic.  The Publications Committee has primary responsibility for reviewing and approving all abstracts and manuscripts submitted for presentation or publication.  Abstracts and manuscripts are also reviewed by the NCI according to existing procedures.  Investigators at all LIDC sites and the NCI Project Office have equal status with regard to developing proposed studies, participating in such studies, and collaborating in the development and publication of resulting manuscripts or abstracts.  With the approval of the site’s Principal Investigator, other appropriate staff at each site are encouraged to participate in this process.


Non-abstracted presentations (e.g., grand rounds talks concerning LIDC objectives or previously reported findings) do not require formal preliminary review and approval by the Publications Committee; however, as a courtesy, investigators are asked to first notify the Publications Committee of their intent to present.


A publication is any document submitted to a professional journal listed in the Index Medicus, abstract submitted to any scientific meeting, any document submitted to a popular periodical, or a book or book chapter.


The Publications Committee is responsible for creation of this document and amendments to this document and for the mechanics of publication creation and review.  The Steering Committee is responsible for approving this document and amendments.

1.2 
Types of Research 

Research and the resulting presentations and publications are grouped into the following categories: 

1.
Design paper(s) and reports on methodology.

2.
Mainline findings.


3.
Sub-studies. 

4.
Ancillary studies.  


5.
Independent studies.

1.3 
Publications Committee 

The Publications Committee will consist of the PIs (or their designate) and two NCI representatives. The Publications Committee will provide scientific oversight for publications, provide encouragement for publications, and appoint writing committees for each publication.

1.4  
Purpose of Procedural Guidelines 

The procedures adopted for utilization of study data are intended to ensure that the interests of all LIDC participants is protected, that study data conform to the requirements of study design and are accurately presented, that authorship is appropriately acknowledged, that the text of each publication is well-written, that all investigators are aware of ongoing studies, that duplication is avoided, and that publication or presentation of study data does not occur without the knowledge and approval of the Publications Committee.

2  
DESIGN AND METHODS REPORTS, MAINLINE FINDINGS, SUB-STUDIES, DATA BANK, ANCILLARY, AND INDEPENDENT STUDIES 
2.1  
Design Papers and Reports on Methodology 

Publications pertaining to the fundamental goals of the LIDC involving overall design, protocol, procedures, or organizational structure are expected.  These publications will list as authors the writing group, all other LIDC Steering Committee members, and other specific members of the LIDC Research Group as appropriate given the level of their participation in the conceptualization or development of the design or method that is the subject of the manuscript.  The author list (i.e., the named authors and the order of the authors) will be proposed by the first author and will be submitted to the Publications Committee for review and approval.  When appropriate, “the LIDC Research Group” may be included as the last author, with an addendum indicating the individuals who are members of the LIDC Research Group but who are not named authors. Last author status for “the LIDC Research Group” may be suggested by the writing group or it may be required by the Publications Committee, as appropriate.  Any named author may chose to opt out of authorship, and any member of “the LIDC Research Group” may choose to opt out of being so listed.

2.2  
Reports of Mainline Findings  


A report on mainline findings is one that addresses the fundamental goals of the LIDC or that involves data (e.g., nodule characteristics) that cannot be released prior to the database reaching a certain critical size.  These reports must be reviewed and approved by the LIDC Publications Committee.  These publications will list as authors the writing group, all other LIDC Steering Committee members, other specific members of the LIDC Research Group as appropriate given the level of their participation in the study, and “the LIDC Research Group” as the last author, with an addendum indicating the individuals who are members of the LIDC Research Group but who are not named authors.  The author list will be proposed by the first author and will be submitted to the Publications Committee for review and approval.  Any named author may chose to opt out of authorship, and any member of “the LIDC Research Group” may choose to opt out of being so listed.

2.3  
Sub-studies 

Sub-studies refer to studies which might arise as a result of the specific efforts of one study site or subcommittee (e.g., variability in “truth” assessment or size metric analyses).  These reports must be reviewed and approved by the LIDC Publications Committee.  These publications will list as authors the writing group, all other LIDC Steering Committee members, and other specific members of the LIDC Research Group as appropriate given the level of their participation in the design, conduct, analysis, or review of the study.  The author list will be proposed by the first author and will be submitted to the Publications Committee for review and approval.  When appropriate, “the LIDC Research Group” may be included as the last author, with an addendum indicating the individuals who are members of the LIDC Research Group but who are not named authors. Last author status for “the LIDC Research Group” may be suggested by the writing group or it may be required by the Publications Committee, as appropriate.  Any named author may chose to opt out of authorship, and any member of “the LIDC Research Group” may choose to opt out of being so listed.

2.4  
Ancillary Studies 

An ancillary study uses supplementary data that are collected or processed from the study database beyond the data processing required by the LIDC.  Such studies are restricted to consideration of a specific methodology or involve only supplemental processes, although with some linkage to the LIDC.  Ancillary studies are reviewed and approved by the Publications Committee and ratified by the Steering Committee prior to initiation to ensure that they do not conflict with the LIDC publication agenda.  In general, these publications will list the writing group, which will be a focused group of individuals working together.

2.5  
Independent Studies 

Independent studies may be conducted by any site using LIDC data that has been made publicly available provided (1) that internal LIDC data is not used or incorporated into the study (e.g., blinded read data) and (2) that the study does not investigate a topic or issue that had been previously conceptualized or explored by the LIDC (e.g., the visual nodule library).  Each site maintains ownership of raw image data acquired at that site and is free to use these images for independent studies at any time; however, an individual site is expected not to report findings based on the LIDC mark-up of those images until both the images and the mark-up become publicly available through the NCIA.  Investigators agree not to conduct independent studies that would compete with or have a detrimental effect on the conduct of the LIDC mission.  If the “independent study” status of a study is not obvious to the investigator, the study should be reviewed by the Publications Committee.

3
GUIDELINES FOR PREPARATION OF PROPOSALS

Each proposal for mainline, sub-studies, and ancillary studies study should contain a brief description of the objectives, methods, analysis plans, significance of the study, and proposed writing committee for review and approval of the Publications Committee.

4 PROCEDURES FOR INITIATION AND APPROVAL OF STUDIES


Reports on mainline findings, sub-studies, and ancillary studies from the LIDC generally involve the collaboration of many investigators.  Proposals for these reports are introduced and developed by any LIDC Investigator or NCI participant.  These reports are reviewed and approved by the LIDC Publications Committee.  After approval of a proposed topic, a writing group is formed and a first author is chosen.  The writing group investigates the question at hand and prepares a manuscript based on these findings.


Every manuscript is submitted to the Publications Committee for review.  Prior to Publication Committee review, the manuscript will have been critically reviewed by each member of the writing team and every named author.  During the conduct of the study and the drafting of the manuscript, the author list may have been modified from the initially proposed author list.  For any specific manuscript, the PI at each site will be responsible for advocating named-author status for appropriate investigators at their site.  The Publications Committee may then provide a review of the manuscript to ensure scientific integrity and to ensure that the manuscript advances the mission of the LIDC.  The Publications Committee must approve the final author list, determine whether “the LIDC Research Group” should be listed as the final author, and approve the journal (or conference) to which the manuscript will be submitted.


Results of independent studies which are approved as acceptable by the LIDC Publications Committee may be published or presented at the discretion of the investigators initiating the independent study. 

