TEDDY Publication and Presentations Policies

The TEDDY study is designed as a prospective cohort of 15 years duration, with a multi-center,  multi-national platform and a sizeable population under study. These factors suggest that TEDDY is likely to yield information of considerable interest for publication and dissemination in the scientific and medical community. It is expected that findings will be associated with endpoints defined in the protocol, but TEDDY may also yield other findings that are not defined in the protocol, that cannot be fully anticipated at the initiation of the study. 
The Publications and Presentations Committee is set up to oversee and monitor the dissemination of TEDDY data to outside audiences.
Goals 

The Publications and Presentations (P&P) Committee is designed to operate with the following goals and objectives: 

1. Assure and expedite the orderly and timely release of information generated by TEDDY to various audiences, including:

· scientific and medical journals, conferences and meetings

· news media and other public information sources  

· national, state and local government organizations and regulatory groups that are not part of the TEDDY consortium.
  
2. Assure that all members have the opportunity to participate and be recognized in the study-wide presentation of TEDDY data.
  
3. Establish and monitor standards for quality criteria to be included in publications that are authored using data from the TEDDY study.


4. Establish and monitor procedures for timely review of proposed TEDDY publications, presentations, and other release of information.
5. Assure that press releases, interviews, presentations, and publications of TEDDY material are accurate, objective, and do not compromise the scientific integrity of this collaborative study.
 

6. Maintain a complete up-to-date list of TEDDY presentations and publications, and distribute such lists to all TEDDY members on a regular basis. 


7. Assure that studies and projects utilizing TEDDY resources appropriately acknowledge and cite the TEDDY project as the source of information. 
Roles and Responsibilities 

Role of the Publications and Presentations Committee 
The TEDDY P&P Committee acts as the principal group to oversee the public release and publication of data and other information generated by the TEDDY project.  The P&P Committee sets the TEDDY presentations and publications policy, encourages timely publication of TEDDY related material, and mediates any disputes arising over the publication or presentation of TEDDY results. 
The recommendations of the P&P Committee are reported to the Steering Committee. All Clinical Centers and the Data Coordinating Center (DCC) will have a representative on the P&P Committee at all times.  Appointment of other P&P committee members will be made by the Steering Committee and will be limited to TEDDY members.  
In order to facilitate efficient and timely review of presentations and publications, P&P committee membership will be limited to 8 unless mandated otherwise by the Steering Committee. 
Role of the TEDDY Coordinating Center
The TEDDY DCC at The University of South Florida College of Medicine will act as a clearinghouse for all information related to TEDDY that is released into the public domain, including publications, abstracts, presentations and press releases. All such material must be submitted to the DCC for inclusion in the central TEDDY database. The P&P committee will also coordinate its activities to avoid situations where TEDDY resources are committed for projects where publications with substantially overlapping content might result. 
Materials that are prepared in a language other than English will also be included in the central TEDDY publications database, along with an English translation of the abstract or synopsis. A member of the P&P committee who is proficient in the subject language will serve as a resource to provide additional detail for the entire committee and for other TEDDY authors to help ensure against duplication of efforts among TEDDY author teams.

The DCC will also maintain a list of manuscripts in preparation that will be available in the Members portion of the TEDDY web site.  The DCC will assist the P&P Committee with collection of all relevant material required for adhering to the policies of the P&P guidelines.  Finally, the DCC will serve as the initial site for submission of all abstracts, presentations, manuscripts and press releases for P&P committee review. 

Parameters of Authorship

Basic Principles 

In accepting biological reagents, data, or other material assistance from the TEDDY study, investigators agree to abide by the TEDDY Publications and Presentations Policies with regard to all manuscripts, abstracts, presentations, and press releases that incorporate any information obtained through the use of these resources and to acknowledge the role of the TEDDY in their provision. 

Types of Presentations That Require Review and Approval 
These TEDDY policies recognize five classes of presentations that report findings generated with the use of consortium resources:
 
1. Manuscripts submitted for publication in electronic or print journals

2. Abstracts submitted to meetings for either oral or poster presentation 
3. Oral presentations that may, or may not, involve the prior submission of an abstract 
4. News media and public information releases 
5. Releases to federal, state, and local governmental agencies and organizations that fall outside of the TEDDY consortium.


The above categories include information prepared and disseminated in electronic formats, such as via Web sites or video media. All such presentations require the prior approval of the P&P Committee. 
Manuscripts fall into one of two categories. 


1. Major papers will report the findings of studies that utilize substantial TEDDY resources and are largely, or exclusively, supported by, and represent the major effort of, the consortium.  Such papers would include, for example, reports of the results of overall analyses of the major factors under investigation such as the association of a specific viral agent with onset of one or more islet cell autoantibodies, IAA, GADA or IA-2A confirmed.  The topics, scope and goals of major papers will be defined by the P&P Committee in consultation with the TEDDY Steering Committee.  

2. All other papers will be developed from written proposals submitted to the P&P Committee for approval.  In general, these papers will utilize fewer consortium resources than major papers and the studies reported will not have been supported by the consortium beyond the provision of data or biological samples. 

Authorship to Reflect Efforts of the Group 

The TEDDY project is committed to the concept that the efforts of all investigators involved in the collection, analysis, and maintenance of TEDDY resources be recognized in publications that utilize these resources.  Accordingly, a collective consortium authorship, “The TEDDY Consortium”, will be defined that will include all investigators who have a signed consortium agreement on file at the DCC.  Names of the individual members who make up this consortium authorship will be included as a footnote, acknowledgement, appendix, or on a supplementary web page depending on journal policy.  
For manuscripts falling into the “other” category, as well as for abstracts, the P&P will determine whether consortium or individual authorship is appropriate on a case by case basis.  In general, these decisions will be based on the extent of consortium resource utilization in specific studies. 

Acknowledgement of TEDDY Support
All presentations that report findings obtained through the use of TEDDY resources must acknowledge the TEDDY study as the source of those resources and the agencies that supported their development.  
For manuscripts, the following statement should appear within the acknowledgments section: 

“This research was performed under the auspices of the TEDDY Consortium, a collaborative clinical study sponsored by the National Institute of Diabetes and Digestive and Kidney Diseases (NIDDK), National Institute of Environmental Health Sciences (NIEHS), National Institute of Allergy and Infectious Diseases (NIAID), National Institute of Child Health and Human Development (NICHD), Centers for Disease Control and Prevention (CDC), and Juvenile Diabetes Research Foundation International (JDRF).” 
Oral presentations and posters do not have to adhere to this exact language, but must acknowledge the TEDDY study and the listed funding agencies.  A TEDDY logo has been produced in print and electronic format and this logo should appear in posters, electronic presentations and similar media. 
Identification of Journals

In as much as is possible, investigators and authors should specify their journals of choice interest in advance of preparing the first draft of an article, and submit their choice to the P&P Committee. This procedure offers two advantages:

1. More efficient use of resources: Scientific and medical journals have differing guidelines for authors regarding paper length, use of graphs and charts, reference citation formats and the like. Knowing the format requirements of the target journal in advance of the major writing saves on time/effort spent for these editorial items.

2. Avoidance of multiple submissions from TEDDY to the same journal: Authors may be preparing two different types of research articles targeted to the same publication at the same time. As journal space is often highly competitive, it is likely to enhance chances for acceptance of publication if two or more articles from TEDDY are not submitted simultaneously (unless of course the two sets of findings in the articles are directly related).
Role of the Lead Author  

Upon completion of the study, the lead author will be charged with preparation of the planned abstract, manuscript, or presentation. The lead author is charged with coordinating the presentation of the planned material. 

For research papers, the lead author is responsible for assuring that the content reflects current standards for completeness and quality as expressed by major peer review and consensus panels. This will ensure that the requirements of expert panels and evidence analysts are satisfied as they review articles published by the TEDDY Consortium. Attached herein as Appendix A is a checklist that includes relevance and quality metrics for primary research, based on quality constructs and domains identified in the Agency for Healthcare Research and Quality (AHRQ) report on Systems to Rate the Strength of Scientific Evidence (2002).  The checklist should be used as a reference guide to help ensure that relevant information is properly addressed in research papers. 
Responsibilities of All Contributors

Each author of an abstract or manuscript must have participated sufficiently in the work to take public responsibility for applicable content. The lead author(s) should take responsibility for the integrity of the work as a whole. Other authorship credit should be based only on (1) substantial contribution to concept and design, or acquisition of data, or analysis/interpretation of data; and (2) drafting the article or revising it critically for substantive content; and (3) final approval of the version to be published.

TEDDY authors should keep in mind that some journals may require identification of each author’s contribution, to be submitted along with the manuscript such as -- acquisition of data, data analysis, statistical analysis, etc. So it will be important that each member of a writing team is prepared to supply this information if requested.  
Major Papers 

Generally, the members of the writing committee for a major paper will be named on each paper, along with the consortium ownership. Principal Investigators are invited to bring to the attention of the P&P Committee other investigators at their site who have made unique or significant contributions to a specific study to warrant their inclusion as named co-authors. 

Once an investigator accepts responsibility for a major paper, he/she should submit to the P&P Committee for approval a one to two page description of the paper, including the hypotheses, study sample, variables to be examined, and analytic methods.  Additional investigators may request to join the writing team for a major paper by arranging with the lead investigator for that project or by applying to the chair of the P&P Committee.  A listing of papers currently in progress and the lead investigators will be available on the member’s side of the TEDDY web site. 

The progress of papers will be closely monitored by the P&P Committee. Authors will be responsible for developing a projected time frame for manuscript preparation and submission and this plan will need to be approved by the P&P Committee.  Among the major papers, some may be designated as "urgent," if publication is essential for the success of the study or for the publication of subsequent papers. The P&P Committee will query lead authors regularly for assurance that major papers are proceeding on schedule. The goal of this effort will be to work with the lead authors to insure adequate progress on major papers.  In the event that a major paper falls well behind schedule, the P&P Committee will issue a written warning to the lead author requesting an explanation. If the situation continues, the P&P Committee may elect to reassign the manuscript to either a new lead author or a new writing team.   

Other Papers 

Written proposals for papers in the “Other” category may be submitted to the P&P Committee for approval for development, with authorship determined by the interested writers. The written proposals serve to minimize overlap between papers and will follow a standard format. They must include a description of the hypotheses of the paper, a one or two page description of the paper, including a description of variables, and the general statistical approach. 

The P&P Committee can accept, reject, or ask for a re-submission with modifications for any paper proposal. In the event that two authors submit very similar proposals for papers, the P&P Committee will ask the authors to work together to develop a joint proposal. 

Once a topic for an “Other” paper is approved by the P&P Committee, the DCC will list it on the study web site. Individual members will have responsibility to inform and recruit co-authors at his or her center for participation on writing teams. Additional investigators who wish to participate on an approved Other papers should contact the first author within a reasonable time frame (usually within one month). 
Lead authors will be responsible for keeping the P&P Committee updated as to the membership of the writing team and likely identities, but not necessarily order, of authors on the proposed manuscript. The P&P Committee may request specific justifications for manuscripts that include disproportionately large numbers of named authors from a single institution. There is no overall limit on the eventual number of first author papers any investigator may publish, and no limit on the number of different first authors from any group. 

Review and Approval of Manuscripts 

Prior to submitting a paper to a journal, the final draft, including all figures and ancillary material as it is to be submitted, must be approved by the TEDDY P&P Committee.  Lead authors should communicate with the DCC in advance of their anticipated date for submission of a manuscript for P&P review so that there is adequate time to schedule a conference call for review. 

All submissions must be accompanied by an official TEDDY publication cover sheet which will be available for download from the TEDDY web site. In addition to collecting relevant information for review, this cover sheet will require the submitter to pledge that all named authors have reviewed the final submitted version of the manuscript and that the studies reported do not violate the TEDDY consortium agreement.  Final manuscripts should be received by the DCC to allow distribution of the manuscript at least one week in advance of the P&P conference call on which it will be considered for approval. 


Approval requires a majority of the voting members in attendance on the conference call to vote "approval".  The first author may be invited to attend the conference call in order to listen to the comments of the committee members. He/she may be asked to disconnect at the time of the vote. In some cases, the author will receive a written summary of P&P committee comments. The P&P Committee will have the final authority to approve the manuscript.  

Abstracts and Presentations 

Abstracts do not need to be preceded by a paper proposal. An approved abstract can be submitted as a paper proposal, if so desired. All abstracts for presentation of new data from the TEDDY must be approved by the P&P Committee. Abstracts must be received by the P&P Committee at least two weeks prior to the submission deadline unless an exception is granted by the Chair of the P&P Committee. 

The P&P Committee may request copies of all slides and posters for any presentation of new (i.e., unpublished) TEDDY data. The materials will be reviewed for content, interpretation and conclusions, but not necessarily for appearance, layout, or grammar. Slides and posters should include the TEDDY logo and TEDDY sponsorship attribution as previously discussed in the section “Acknowledgement of TEDDY Support.” 

Usually, reviews of abstracts and presentation will be carried out by email and the chair of the P&P committee will transmit any specific comments to the author(s) in writing. In the event of disagreements between investigators on a particular abstract, the P&P Committee will serve as mediator. If an agreement cannot be reached, the TEDDY Steering Committee will serve as the final arbiter. 
When a TEDDY investigator is invited to present TEDDY data that are not yet published, the presenter should obtain permission to show the data from the first author of the pending paper. Disagreements between the first author and a presenter may be submitted to the P&P Committee for resolution according to the procedure described above. 

Press Releases 

Press releases related to publications, important new developments or findings from the TEDDY will be reviewed by the P&P Committee and, upon approval, released from the TEDDY Coordinating Center.  Individual centers may wish, in some cases, to personalize TEDDY press releases to highlight their role in the consortium.  
The P&P Committee has developed standard language that can be appended without specific review to TEDDY press releases to acknowledge the role of specific institutions as follows:

“The TEDDY Study (The Environmental Determinants of Type 1 Diabetes in the Young) is a multi-center, multi-national investigation designed to identify factors in the environment that may trigger the onset of Type 1 diabetes in susceptible children. Type 1 diabetes is an auto-immune disorder that results in destruction of cells in the pancreas that make insulin. Persons with Type 1 diabetes must take insulin regularly in order to survive. Type 1 diabetes affects approximately 1 in every 400 to 500 children in the United States. Its incidence is higher in European populations, especially Northern Europe; the highest rates in the world are in Finland and Sardinia. Type 1 diabetes is linked to certain genetic profiles, but only a small percentage of people with these profiles actually develop the disease. The TEDDY Study is examining whether factors related to infections, diet, stress, or other conditions may trigger the development of disease in individuals with the susceptible genetic traits.”
“This research was performed under the auspices of the TEDDY Study Group, a collaborative clinical study sponsored by the National Institutes of Health (Grants DK  63821, 63829, 63836, 63861, 63863, 63865, 63790), the Centers for Disease Control and Prevention (CDC), and the Juvenile Diabetes Research Foundation International (JDRF). “
“TEDDY Centers in the United States include the University of Colorado Health Sciences Center in Denver; the Pacific Northwest Research Institute in Seattle; The Medical College of Georgia in Augusta; The University of Florida College of Medicine in Gainesville; and the Data Coordinating Center at the University of South Florida College of Medicine, in Tampa. Research sites in Europe include the Diabetes Research Institute, Munich; The University of Turku, Finland; and the University of Lund in Malmo, Sweden.
Further editing of TEDDY press release text require P&P Committee review and approval prior to release.  Recognizing that in some cases there is limited time for such review or approval, the chair of the P&P Committee may offer an expedited review process to include consultation with at least the PI of the DCC and representatives of National Institutes of Health (NIH) and Juvenile Diabetes Research Foundation (JDRF). 

Miscellaneous
In order to coordinate publications with access to TEDDY resources, the P&P Committee shall have the authority and responsibility to rank the priority of papers for progress. In the case of a grievance regarding authorship, the party with the grievance should contact the P&P Committee. The committee will review the disagreement and make a recommendation to the Steering Committee. The Steering Committee shall make the final decision for all grievances. 

If the NIDDK or JDRF Project Officer is included as a co-author on any manuscript or abstract, institutional clearance is required. This process should require no more than 1 to 3 days. Individual Principal Investigators are responsible for assuring that their co-investigators abide by the guidelines set forth in this document, and by any authorship guidelines in place at their representative institutions. 

Appendix A: Peer Review
The criteria checklist for TEDDY authors is adapted from quality constructs and domains identified in the Agency for Healthcare Research and Quality (AHRQ) report on Systems to Rate the Strength of Scientific Evidence (2002).  Although some questions may not apply to TEDDY, the checklist should be used as a reference guide to help ensure that relevant information is properly addressed in research papers.
Quality Checklist

1. Was the research question clearly stated? 

a. Was the specific independent variable(s) clearly stated? 
b. Was the outcome(s) (dependent variable(s)) clearly indicated? 
c. Were the target population and setting clearly specified? 
d. Were outcomes clearly defined and the measurements valid and reliable? 

e. Were primary and secondary endpoints described and relevant to the question?   

f. Were laboratory measures appropriate to question and outcomes of concern? 

g. Were the observations and measurements based on standard, valid, and  reliable data collection instruments/tests/procedures that were adequately described? 

h. Was the measurement of effect expressed at an appropriate level of precision? 

i. Were the measurements conducted consistently across groups?
j. Was the period of follow-up long enough for the stated outcome(s) to occur? 

2. Were bias and blinding adequately accounted for? 
a. Were inclusion/exclusion criteria specified (e.g., risk, point in disease progression, diagnostic or criteria), with sufficient detail and without omitting criteria critical to the study?
b. Were health, demographics, and other characteristics of subjects adequately described? 
c. Was the method of assigning subjects/patients to groups described and unbiased and method of randomization identified if Randomized Controlled Trial (RCT)?
d. If cohort study, were groups comparable on important confounding factors and/or were preexisting differences accounted for by appropriate adjustments in statistical analysis? 
e. For case control analysis, were potential confounding factors clearly stated and comparable for cases and controls? 
f. In cohort study, were measurements of outcomes and risk factors blinded?

g. In case control study, was case definition explicit and case ascertainment not influenced by exposure status?

h. In diagnostic tests, were results blinded to patient history and other test results?
3. Was method of handling withdrawals described? 
a. Were follow-up methods described and the same for all groups?

b. Was the number, characteristics of withdrawals (i.e., dropouts, lost to follow up, attrition rate), described for each group? 
c. Were all enrolled subjects/patients (in the original sample) accounted for? 
d. Were reasons for withdrawals similar across groups? 

4. Was the statistical analysis appropriate for the study design and type of outcome  indicators and adequately described? 


a. Were correct statistical tests used and assumptions of test not violated?

b. Were statistics reported with adequate levels of significance and/or confidence intervals?

c. Was “intent to treat” analysis of outcomes done (and as appropriate, was there an analysis of outcomes for those maximally exposed or a dose-response analysis)?

d. If negative findings, was a power calculation reported to address type 2 error?
 

5. Is the discussion of findings adequate to address biases and study limitations?
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