The Candidate-gene Association Resource (CARe) Study

Publications Policy

I.        
Overview
The Candidate-gene Association Resource (CARe) Study was initiated by the National Heart, Lung, and Blood Institute (NHLBI) to support extensive genotyping of DNA samples from the participants of nine NHLBI-supported observational studies, including the Atherosclerosis Risk in Communities (ARIC) study, the Cardiovascular Health Study (CHS), the Cleveland Family Study, the Cooperative Study of Sickle Cell Disease (CSSCD), the Coronary Artery Risk Development in Young Adults (CARDIA) study, the Framingham Heart Study (FHS), the Jackson Heart Study (JHS), the Multi-Ethnic Study of Atherosclerosis (MESA), and the Sleep Heart Health Study (SHHS).  The cohorts of these nine studies are the CARe Cohorts.  The CARe Study will genotype a large set of candidate genes in all submitted DNA samples, and will genotype a subset of samples more extensively to allow genome-wide association analysis.  As a multi-cohort study, CARe involves investigators from each of the CARe Cohort Studies, the NHLBI, the CARe Coordinating Center, and several consultants and key collaborators.  The complete CARe data set is maintained at the CARe Coordinating Center.  Access to the CARe data set will be granted to approved investigators in accordance with the CARe Data Access and Distribution Policy.
A major goal of the CARe project is to prepare a comprehensive genotype and phenotype data set that is broadly accessible to the scientific community.  This Publications Policy is intended to establish a collaborative process to develop key, early manuscripts of the CARe Study, with the following goals:  (1) to enhance the productivity of the CARe Study; (2) to assure timely reporting to the scientific community of critical findings resulting from the CARe Study; (3) to ensure that opportunity for involvement in CARe data analysis and manuscript preparation is equitably shared among the CARe Investigators and their colleagues at the CARe Cohort Studies; (4) to establish procedures that allow timely review of CARe publications and presentations; (5) to encourage the development of manuscripts based on the data collected at all CARe study sites; and (6) to reduce overlap of published material and duplication of analysis by CARe Investigators.  
II.       
Publications Committee
The Publications Committee reports to the Steering Committee.  The Publications Committee consists of one representative from each of the CARe Cohort Studies (to be appointed by each study’s Steering Committee representative), one representative from the CARe Coordinating Center, and one representative from the NHLBI Project Office. A Chair and Co-Chair of the Publications Committee will be designated from its membership by the Steering Committee. An additional committee member who is a CARe Investigator and a biostatistician will be added to the Publications Committee by the Steering Committee if the Publications Committee membership does not include at least one biostatistician.  The Publications Committee will meet at least monthly by conference call to consider manuscript proposals.  Steering Committee members who are not members of the Publications Committee may participate in these conference calls but may not vote.   Lead authors of manuscript proposals that are to be discussed during a Publications Committee call are invited either to participate or to provide a representative.  Coordinating Center staff will arrange conference calls and take minutes, to be forwarded to the Steering Committee.  To avoid outliving its usefulness, the Publications Committee will consider a motion to dissolve itself during its January meeting each year, subject to approval by the Steering Committee.

III.
Working Groups and Writing Groups
The Steering Committee will establish Working groups to address many of the key hypotheses and phenotypes of the CARe Study, defining a manageable scope for each Working Group and seeking to minimize overlap and duplication of effort.  The Candidate Gene / SNP Selection Subcommittee will keep detailed notes of the rationale for each gene and SNP selected, and, with the Phenotype Subcommittee, will advise the Steering Committee in establishing Working Groups.  Though many Working Groups will be formed proactively by the Steering Committee, any CARe Investigator may approach the Steering Committee with a request to form a Working Group.  The Steering Committee will review the productivity of each Working Group quarterly, with attention to approved manuscript proposals and completed manuscripts.
Each CARe Cohort may appoint a member to each Working Group.  Names of Working Group appointees will be communicated to the Steering Committee by the cohort Steering Committee representatives.  Working Group members may be appointed at the time a Working Group is formed or at a later date.  Each Working Group will elect a chairman and may vote to appoint additional members.  Working Groups will meet by conference call and will establish their own meeting schedules.  Each Working Group will establish multiple Writing Groups.  Writing Groups will often include members from outside the Working Group.  Each cohort whose data will be included in a proposed manuscript may designate at least one member to the manuscript’s Writing Group, to be named by that cohort’s Working Group member(s).  Writing Groups will prepare manuscript proposals and will submit them to the Publications Committee.  Each Writing Group will propose a single manuscript.  Each manuscript or abstract must be associated with an approved manuscript proposal.  If it is later decided that the analyses described should be presented in more than one manuscript, an email will be sent to inform the Publications Committee of this change.  The focus and membership of each Writing Group will be reported to the Publications Committee and this information will be appended to the minutes of the subsequent Publications Committee conference call.  The Publications Committee will post a spreadsheet of Writing Groups and their approved manuscript proposals and accepted publications on the internal CARe website.  
IV.
Proposing Manuscripts
Access to CARe data is regulated by the Data Access Committee (DAC).  The DAC will review applications from CARe Investigators and non-CARe investigators to assure that minimal requirements for data access have been met.  Simultaneously, DAC Applications from CARe Investigators will be reviewed by the Publications Committee, as manuscript proposals, to coordinate and track CARe productivity.   Each such manuscript proposal (DAC Application) will include a section designating a lead author and co-authors, all of whom must review the proposal before it is submitted.  Manuscript proposals must be submitted to the Publications Committee at least one week before its regularly scheduled conference call.  The Committee may decide who assumes lead responsibility for a manuscript if there is more than one interested candidate.  
Some abstracts and manuscripts (e.g. methods manuscripts) may not require access to CARe data.  In such cases the prospective lead author must contact the Publications Committee Chair, who will assign the abstract or manuscript to a Working Group.  If no appropriate Working Group exists, the Publications Chair will email the CARe Senior Project Manager, copied to the PI and the Steering Committee Chair, requesting that a Working Group be established.  The Senior Project Manager will contact the Steering Committee representative of each cohort, and if the representative is unavailable may contact an alternate representative or the cohort PI, to request nomination of a cohort representative to the Working Group.  The Working Group will designate a Writing Group, who will prepare a manuscript proposal (identical in format to a DAC Application), designating a lead author and co-authors.  All co-authors must review and approve the manuscript proposal.  The above actions will be taken as quickly as possible, but it is required that each CARe Cohort be allowed genuine intellectual input into, and appropriate credit for, CARe abstracts and manuscripts.  Thus prospective authors must initiate this process as early as possible, recognizing that very rapid approval may not always be achievable.
V.      
Review of Manuscript Proposals
Publications Committee members will receive an agenda listing all manuscript proposals for review one week before each conference call, and will have access to the proposals through an internal Committee website.  Each proposal reviewed will be designated “Approved”, “Approved with comments”, or “Not approved.  Revise and re-submit”.  An “expedited re-reviewer” will be named for each proposal that has not been approved, and will be authorized either to approve the proposal after revision or require its re-review by the full committee.  In situations with impending deadlines, the Publications Committee may consider proposals by expedited review with electronic vote.  Proposals approved by the Publications Committee will be forwarded to all CARe Cohorts for their information.  
VI.
Review of Publications

The Publications Committee will not review abstracts, presentations, or manuscripts.  However, authors must comply with NHLBI’s publications review process. The first author must provide any abstract that is being considered for submission at least two weeks prior to the submission deadline.  NHLBI review of manuscripts also takes about two weeks.  Requests for NHLBI review should be made using the following Email address:  ebpdocs@nhlbi.nih.gov.  The first author will be notified directly of the results of the NHLBI review by the office of the Chief, Epidemiology Branch, Division of Prevention and Population Sciences, NHLBI.

VII.
Manuscript Tracking

When any manuscript by CARe Investigators is accepted for publication, the first author must e-mail an electronic copy of the final, accepted manuscript to the CARe Coordinating Center.  All accepted manuscripts will be forwarded to each CARe Cohort.  
VIII.
Authorship
Authorship will be decided by each Writing Group.  Authors may be added to a manuscript proposal by either the Publications Committee or the Steering Committee.  Decisions regarding authorship will consider, among other things, the contributions of each CARe Cohort and of investigators at the Broad Institute.  Disagreements about authorship will be mediated by the Publications Committee, and, if agreement cannot be reached, will be adjudicated by the Steering Committee.  When the focus of a Writing Group is limited to a phenotype or phenotypes that are unique to a single CARe Cohort, it is anticipated that investigators associated with that cohort will lead the analysis and manuscript development.  The criteria for authorship will be those of the International Committee of Medical Journal Editors (ICMJE, the "Vancouver Group"). [1]  These criteria are similar to those of other major organizations concerned with authorship, especially those written recently. Excerpts of these criteria follow.

“All persons designated as authors should qualify for authorship, and all those who qualify should be listed. Each author should have participated sufficiently in the work to take public responsibility for appropriate portions of the content.  One or more authors should take responsibility for the Integrity of the work as a whole, from inception to published article.

Authorship credit should be based only on 1) substantial contributions to conception and design, or acquisition of data, or analysis and interpretation of data; 2) drafting the article or revising it critically for important intellectual content; and 3) final approval of the version to be published. Conditions 1, 2, and 3 must all be met. Acquisition of funding, the collection of data, or general supervision of the research group, by themselves, do not justify authorship.”

The following guidelines for interactions within Writing Groups are recommended.  Co-authors should become involved in manuscript development as early as possible. The lead author should seek involvement by soliciting help early on, e.g., by an initial conference call to develop an analysis plan, followed by circulating to co-authors a paper outline with some table shells and/or a request for suggestions of additional table and figure shells. Early drafts should be circulated to all co-authors, with a deadline for responses.  Though the time allowed for co-author response will vary, it is suggested that two weeks is a reasonable interval.  The lead author is expected to play a pro-active role in seeking co-author involvement and in taking action if this involvement is not forthcoming.  If during the completion of the manuscript or presentation it becomes apparent that the contributions of one or more co-authors do not merit authorship, the lead author should discuss with such co-author(s) the possibility of removing their name(s) from the paper.  Failure to respond in a timely manner to a request for comments, especially if unexplained or repeated, should be grounds for considering the removal of a co-author.  In addition, each co-author should critically examine his/her role in the process and volunteer to remove his/her name if warranted.  The first author should attempt to reconcile divergent views of the co-authors with his/her own.  However, sometimes a co-author may elect to remove his/her name because of disagreements in the interpretation of the data or in the style of writing, even though substantial contributions were made.  If there are substantial changes to a completed manuscript prior to publication, whether required by the journal or not, these changes must be discussed with the co-authors.  Co-authors should receive proposed re-submissions at least one week prior to journal re-submission.
[1] http://www.icmje.org
IX.     
Status Updates for Manuscripts in Progress
The CARe Study has a responsibility for timely publication of findings.  Manuscripts that are initiated by CARe Working Groups are intended, at least in part, to meet this responsibility.  Accordingly, after access to the CARe database is granted for these manuscripts, the CARe Coordinating Center will contact the lead author of each paper in progress at least twice a year to request an update on the status of the paper. If a lead author does not respond to this request, he/she will be re-contacted twice within a month, with a warning that lack of response will result in the paper being classified as “dormant”.  If the lead author of a “dormant” paper does not respond to the status update request within 60 days, the Publications Committee will review the authorship list and will either reassign lead authorship to another member of the Writing Group who commits to completing the paper, or will declare the paper “Inactive”.  Similar actions may be taken if progress on a manuscript is judged by the Committee to be persistently inadequate.  Inactive manuscript proposals will be listed on the internal CARe website by title only, with the notation “Inactive”, so that other authors may undertake these neglected analyses.
VIII.    Acknowledgment of NHLBI Support

All manuscripts by CARe Investigators should acknowledge support by using the following statement:
“The authors wish to acknowledge the support of the National Heart, Lung, and Blood Institute and the contributions of the research institutions, study investigators, field staff and study participants in creating this resource for biomedical research.  The following nine parent studies have contributed parent study data, ancillary study data, and DNA samples through the Massachusetts Institute of Technology - Broad Institute (N01-HC-65226) to create this genotype/phenotype data base for wide dissemination to the biomedical research community: 

Atherosclerotic Risk in Communities (ARIC): University of North Carolina at Chapel Hill (N01-HC-55015), Baylor Medical College (N01-HC-55016), University of Mississippi Medical Center (N01-HC-55021), University of Minnesota (N01-HC-55019), Johns Hopkins University (N01-HC-55020), University of Texas, Houston (N01-HC-55017), University of North Carolina, Forsyth County (N01-HC-55018); Cardiovascular Health Study (CHS): University of Washington (N01-HC-85079), Wake Forest University (N01-HC-85080), Johns Hopkins University (N01-HC-85081), University of Pittsburgh (N01-HC-85082), University of California, Davis (N01-HC-85083), University of California, Irvine (N01-HC-85084), New England Medical Center (N01-HC-85085), University of Vermont (N01-HC-85086), Georgetown University (N01-HC-35129), Johns Hopkins University (N01 HC-15103), University of Wisconsin (N01-HC-75150), Geisinger Clinic (N01-HC-45133), University of Washington (N01 HC-55222, U01 HL080295); Cleveland Family Study: RO1 HL46380-01-16; Cooperative Study of Sickle Cell Disease (CSSCD): University of Illinois (N01-HB-72982, N01-HB-97062), Howard University (N01-HB-72991, N01-HB-97061), University of Miami (N01-HB-72992, N01-HB-97064), Duke University (N01-HB-72993), George Washington University (N01-HB-72994), University of Tennessee (N01-HB-72995, N01-HB-97070), Yale University (N01-HB-72996, N01-HB-97072), Children’s Hospital-Philadelphia (N01-HB-72997, N01-HB-97056), University of Chicago (N01-HB-72998, N01-HB-97053), Medical College of Georgia (N01-HB-73000, N01-HB-97060), Washington University (N01-HB-73001, N01-HB-97071), Jewish Hospital and Medical Center of Brooklyn (N01-HB-73002), Trustees of Health and Hospitals of the City of Boston, Inc., (N01-HB-73003), Children’s Hospital-Oakland (N01-HB-73004, N01-HB-97054), University of Mississippi (N01-HB-73005), St. Luke’s Hospital-New York (N01-HB-73006), Alta Bates-Herrick Hospital (N01-HB-97051), Columbia University (N01-HB-97058), St. Jude’s Children’s Research Hospital (N01-HB-97066), Research Foundation, State University of New York-Albany (N01-HB-97068, N01-HB-97069), New England Research Institute (N01-HB-97073), Interfaith Medical Center-Brooklyn (N01-HB-97085); Coronary Artery Risk in Young Adults (CARDIA): University of Alabama at Birmingham (N01-HC-48047), University of Minnesota (N01-HC-48048), Northwestern University (N01-HC-48049), Kaiser Foundation Research Institute (N01-HC-48050), University of Alabama at Birmingham (N01-HC-95095), Tufts-New England Medical Center (N01-HC-45204), Wake Forest University (N01-HC-45205), Harbor-UCLA Research and Education Institute (N01-HC-05187), University of California, Irvine (N01-HC-45134, N01-HC-95100); Framingham Heart Study (FHS): Boston University (N01-HC-25195); Jackson Heart Study (JHS): Jackson State University (N01-HC-95170), University of Mississippi (N01-HC-95171), Tougaloo College (N01-HC-95172); Multi-Ethnic Study of Atherosclerosis (MESA): University of Washington (N01-HC-95159),Regents of the University of California (N01-HC-95160), Columbia University (N01-HC-95161), Johns Hopkins University (N01-HC-95162), University of Minnesota (N01-HC-95163), Northwestern University (N01-HC-95164), Wake Forest University (N01-HC-95165), University of Vermont (N01-HC-95166), New England Medical Center (N01-HC-95167), Johns Hopkins University (N01-HC-95168),Harbor-UCLA Research and Education Institute (N01-HC-95169); Sleep Heart Health Study (SHHS): Johns Hopkins University (U01 HL064360), Case Western  University (U01 HL063463),  University of California, Davis (U01 HL053916), University of Arizona (U01 HL053938), University of Minnesota (relocating in 2006 to Univ Arizona) (U01 HL053934), University of Pittsburgh (U01 HL077813), Boston University (U01 HL053941), MedStar Research Institute (U01 HL063429), Johns Hopkins University (U01 HL053937).
IX.   Other Publication Policies and Considerations 
1.
It is expected that some reference to CARe appear in the title of any mainstream paper. This helps in indexing and retrieval and in gaining recognition for the study.

2.
Each CARe Cohort will have a copy of the complete set of its own data, including all CARe genotyping data for that cohort, which may be explored as desired.  However, a DAC application (as a manuscript proposal) detailing data to be used in any proposed publication stemming from center-specific analyses must be submitted and approved before analysis begins to allow tracking and to minimize overlap.

3.
Graduate Student Dissertation:  Publications proposed in association with graduate theses are subject to all CARe publication policies.  A request for thesis approval should include not more than one paper proposal, with additional proposals to be submitted to the CARe Publications Committee later, as the thesis matures.  A proposal for thesis approval should include at least one CARe Investigator who has agreed to serve on the student’s dissertation committee and as a co-author of the first publication.  Approval of the thesis does not constitute approval of any manuscript proposal other than the one included in the thesis proposal. 

XI. 
DAC Application (Attachment I)
4
CARe Publications Policy
                       
Revised 2007-01-26


