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20.1.   STUDY ORGANIZATION
The Look AHEAD study is a cooperative agreement linking sixteen clinical centers, a coordinating center, and central resource centers, which is administered by the National Institutes of Health and includes a number of Federal sponsors.  The protocol (Chapter 1; Section 10) defines the roles of each of these entities.  

The study committees are responsible for the overall administration of the trial.  Foremost of these is the Look AHEAD Steering Committee, which consists of the Principal Investigators of each clinical center, the Principal Investigator of the coordinating center, and the Project Coordinator from the NIDDK.  In general, motions to the Steering Committee are carried with majority vote.  An Executive Committee comprised of the Study Chair and Co-Chair, the Principal Investigator of the coordinating center, and the NIDDK Project Coordinator is convened to effect management decisions required between Steering Committee meetings, as needed, for efficient progress of the trial.  The Steering Committee and Executive Committee develop standing and ad hoc committees and working groups to perform special study tasks and make recommendations to the Steering Committee.  Membership on these committees is controlled by the Steering Committee.  Committee membership and charges are listed on the Look AHEAD website (see Chapter 27).  Notices of committee meetings, meeting agendas, materials for meetings, and minutes from past minutes are also posted on the website.  Look AHEAD personnel are encouraged to communicate directly with committees using e-mail list servers available on the website.

An outside group of experts, the Data and Safety Monitoring Committee, has been convened by the NIDDK to review the progress and performance of the study group and to provide oversight on participant safety.  Direct communication with this group (and members of this group) about the Look AHEAD study should only occur with permission of the NIDDK Project Coordinator.  

20.1.1.  Look AHEAD Steering Committee Members

	Rena R. Wing, PhD (Chair)

Brown University 

The Miriam Hospital

Department of Psychiatry and Human Behavior

164 Summit Avenue

Providence, RI 02906

Telephone: 
(401) 793-3777

Fax:           
(401) 793-5588

E-mail: rwing@lifespan.org

	Robert W. Jeffery, PhD

University of Minnesota School of Public Health

Division of Epidemiology

1300 South Second Street, Suite 300

Minneapolis, MN 55454-1015

Telephone: 
(612) 626-8580

Fax:           
(612) 624-0315

E-mail: jeffery@epi.umn.edu

	F. Xavier Pi-Sunyer, MD (Co-Chair)

Columbia University
Department of Medicine
1150 St. Nicholas Ave., 1st Floor
Room 141A

New York, NY 10032
Telephone: 
(212) 851-5551
E-mail: fxp1@cumc.columbia.edu
	Steven E. Kahn, MB, ChB

Principal Investigator

VA Medical Center (151)

Department of Medicine

1660 South Columbian Way

Seattle, WA 98108

Telephone: 
(206) 764-2148

Fax:           
(206) 277-3011

E-mail: skahn@u.washington.edu


	Jeanne M. Clark, MD, MPH
The Johns Hopkins Medical Institutions

Department of Medicine  

2024 E. Monument Street, Suite 2-600

Baltimore, MD 21205                                

Telephone: 
(410) 614-1135
Fax:           
(410) 955-0476

E-mail: jmclark#@jhmi.edu
	John M. Jackicic, PhD

Univ. of Pittsburgh

Dept. of Health and Physical Activity
Suite 600 Birmingham Towers

2100 Wharton Street

Pittsburgh, PA 15203
Telephone: 
(412) 488-4182

Fax:           
(412) 488-4174

E-mail:jjakicic@pitt.edu




	Frank Greenway, MD

Louisiana State University

Pennington Biomedical Research Center 

6400 Perkins Road

Baton Rouge, LA 70808-4124                                

Telephone: 
(225) 763-2576
Fax:           
(225) 763-2525
E-mail: 
	Beth Lewis, MD

The University of Alabama at Birmingham

Division of Preventive Medicine

1717 11th Avenue

Medical Towers, Suite 614

Birmingham, AL 35205

Telephone: 
(205) 934-6736

Fax:           
(205) 934-7959

E-mail: bethlew@uab.edu


	Karen Johnson, MD, MPH

Principal Investigator

The University of Tennessee Health Science Center

Dept. of Preventive Medicine

66 N. Pauline Suite 633

Memphis, TN 38163

Telephone:          (901) 448-5900

Fax:                    (901) 448-7041

E-mail: kjohnson@utmem.edu
Helmut Steinberg
Principal Investigator
UT Health Science Center

Division of Endocrinology, Diabetes & Metabolism

956 Court Ave., A218B

Memphis, TN 38163

Phone Number:       (901) 448-5240
Fax Number:           (901) 448-4340

E-mail: hsteinb1@uthsc.edu
	Mark A. Espeland, PhD

Co-Principal Investigator

Department of Public Health Sciences

Wake Forest University School of Medicine

Medical Center Blvd.

Winston-Salem, NC 27157-1063

Telephone: 
(336) 716-2826

Fax:           
(336) 716-5425

E-mail: MEspelan@WakeHealth.edu 

Lynne E. Wagenknecht, DrPH

Co-Principal Investigator

Wake Forest School of Medicine

Division of Public Health Sciences

Medical Center Blvd.

Winston-Salem, NC 27157-1063

Telephone: 
(336) 716-7652

E-mail: LWgnkcht@WakeHealth.edu

	William C. Knowler, MD

NIDDK

Chief, Diabetes & Arthritis

Epidemiology Section

1550 E. Indian School Road

Phoenix, AZ 85014

Telephone: 
(602) 200-5206

Fax:           
(602) 200-5225

E-mail: knowler@nih.gov 
	John P. Foreyt, PhD

Baylor College of Medicine

Behavioral Medicine Research Center

6535 Fannin Street

MS F700

Houston, TX 77030

Telephone: 
(713) 798-5757

Fax: 

(713) 798-4888

E-mail: jforeyt@bcm.tmc.edu



	David M. Nathan, MD

Massachusetts General Hospital

Director, Diabetes Center

Diabetes Unit-Bulfinch 408

55 Fruit Street

Boston, MS 02114-2696

Telephone: 
(617) 726-2875

Fax:

(617) 726-6781

E-mail: dnathan@partners.org
Edward Horton, MD
Joslin Diabetes Center
Principal Investigator 
Joslin Diabetes Center, Room 344 
One Joslin Place

Boston, MA 02215 

Telephone:           (617) 732-2428 

Fax:                      (617) 732-2572

E-mail: edward.horton@joslin.harvard.edu

	Helen P. Hazuda, PhD
University of Texas Health Sciences Center

Principal Investigator

Professor and Chief, Division of Clinical Epidemiology

Department of Medicine

7703 Floyd Curl Drive--MC 7873
San Antonio, TX 78229-3900

Telephone: 
(210) 567-4730

Fax:           
(210) 567-1990
E-mail: HAZUDA@uthscsa.edu


	Anne Peters, MD

University of Southern California

Roybal Comprehensive Health Center

245 S. Ketterly

Room 2038

Los Angeles, CA 90022

Telephone: (323) 780-2328

Fax: 

Email: momofmax@mac.com
	Mary Evans, PhD

National Institute of Diabetes and Digestive and Kidney Diseases

Program Officer

6707 Democracy Blvd.

Room 681, MSC 5450

Bethesda, MD 20892-5450

Telephone: 
(301) 594-4578

Fax:           
(301) 480-8300

E-mail: evansmary@niddk.nih.gov 

Edward Gregg, PhD

Centers for Disease Control and Prevention

Epidemiologist 
Division of Diabetes Translation, Mailstop K-68 

4770 Buford Hwy., NE 

Atlanta, GA 30341-3717 

Telephone:     (770) 488-1273 

Fax:                (770) 488-1148

E-mail: edg7@cdc.gov


	Thomas A. Wadden, PhD

University of Pennsylvania

Department of Psychiatry

3600 Market Street, Suite 738

Philadelphia, PA 19104-2648

Telephone: 
(215) 898-7316

Fax:           
(215) 898-2878

E-mail: wadden@mail.med.upenn.edu

	James O. Hill, PhD

Univ. of Colorado Health Sciences Ctr.

Center for Human Nutrition

4399 East 8th Avenue

JFK Bldg., Room 3L00

Denver, CO 80262

Telephone: 
(303) 315-4924

Fax:           
(303) 315-3273

E-mail: james.hill@uchsc.edu



20.2.
Publications Policy

The Look AHEAD Steering Committee has developed the following policy document for guiding the important task of disseminating study results and defining ownership of study data.
20.2.1. Summary

20.2.1.1.   Charge to the Publications and Presentations Committee 

This committee will propose policy for presenting and publishing Look AHEAD data, including writing group membership, authorship, presentations, data access, and internal manuscript reviews.  It will coordinate the Look AHEAD publication process to ensure that study results are disseminated in a timely, accurate, and clear manner.  The committee will routinely review the progress of Look AHEAD publications and presentations.  It will oversee the development of the Look AHEAD slide library and will propose policy regarding its use.  The committee will also oversee the portion of the Look AHEAD web site that is open to the public and review all material that is posted there.

20.2.1.2.   Goals  

The goals of the Look AHEAD Publications and Presentations Committee are to:

· ensure accurate, uniform, timely, and high quality reporting of Look AHEAD activities and results (reporting may be in the form of press releases, interviews, presentations, publications, and the Look AHEAD web site)

· preserve the scientific integrity of the study

· safeguard the rights and confidentiality of participants

· ensure that the timing of publications and presentations serves the right of the public to know the results of the trial without jeopardizing its conduct

· maintain an up-to-date list of Look AHEAD presentations and publications available on the Look AHEAD web site

20.2.1.3.   Committee Role in Scientific Publications

The Publication and Presentations Committee will organize a writing group for each scientific publication or presentation proposed by the members of the Look AHEAD Research Group.  Members of writing groups will include volunteers from the members of the Look AHEAD Research Group at large, and will not be restricted to members of the Publications and Presentations Committee.  The Publications and Presentations Committee will coordinate the efforts of the writing group, establish priorities for data analysis by the coordinating center, and perform an internal review of manuscripts prior to submission for publication.

20.2.1.4.   Rationale for Authorship Rules

There will be several categories of scientific publications and presentations, with different rules for authorship, ranging from publications of the main results of the study (with authorship by the entire research group) to other types of publications with named authors.  The authorship rules balance the need to recognize the contributions of all members of the Look AHEAD Research Group and staff with the need to recognize individuals for specific contributions to certain types of publications and presentations.

20.2.2.
 Duties of the Publications and Presentations Committee
The duties of the Publications and Presentations Committee are listed below and concern all scientific and public communication for the Look AHEAD trial, including ancillary studies to the Look AHEAD trial.

· Recommend to the Look AHEAD Steering Committee policy and procedures 

for review and approval of all scientific and public communications regarding Look AHEAD to outside groups.

· Identify topics for scientific publication and review proposals for Look AHEAD-related publications or presentations.

· Propose policy guidelines for authorship of Look AHEAD scientific publications and appoint writing groups.

· Monitor the progress of writing of each scientific paper to ensure publication in a timely fashion.

· Oversee the review of all Look AHEAD publications and presentations prior to submission. 

· Suggest appropriate journals for Look AHEAD publications and monitor the process of publication.
· Perform other writing, reviewing, or editing tasks assigned by the Steering Committee, including review of public communications in the form of press releases and postings on the Look AHEAD public web site.
20.3.    Definitions of Types of Communications 
Communications from Look AHEAD may be classified as a press release, interview, web site posting, presentation (includes poster and accompanying abstract), or publication.

20.3.1.   Press Releases and Interviews
A press release is defined as a document containing Look AHEAD unpublished data given to radio, television, newspapers, popular periodicals, or scientific journals (including publications of pharmaceutical companies or professional organizations) not refereed and/or peer-reviewed.  An interview is any discussion with a member of the press, a science writer, or a radio or television commentator, who in turn provides information for public dissemination.

20.3.2.    Web Site Posting  

Look AHEAD maintains a web site, a portion of which may be accessed by the public.  The Look AHEAD web site may be an aid to recruitment and contains information about the background, purpose, eligibility requirements, interventions, and accessibility of the study in a format suitable for a lay audience.  A portion of the web site is available only to Look AHEAD members and facilitates communication among members.

20.3.3.    Presentations
A presentation is defined as the delivery of unpublished Look AHEAD information to scientific, professional, or public groups either orally or in poster format.  A presentation may include an abstract to be published by the group to which the presentation is made.

20.3.4.    Publications
A publication is defined as any document (any manuscript including chapters and books, other than an abstract) submitted to a professional peer-reviewed journal or any popular periodical with national circulation.  

20.4.   SCOPE OF RESPONSIBILTY FOR THE PUBLICATION POLICY
It is the intention of the Look AHEAD group that the policy described herein will apply to all public communication by Look AHEAD personnel (and personnel involved in Look AHEAD ancillary studies) regarding published and unpublished aspects of the study and scientific communication of unpublished data that result from any Look AHEAD or Look AHEAD-related activity.  This policy covers communication from substudies and ancillary studies, as well as the activities conducted by the Look AHEAD Research Group as a team effort.  All investigators who use materials derived from Look AHEAD volunteers must abide by the policies and procedures described herein.  Individuals, such as those who work for federal agencies, whose employers require that they comply with other publication policies, must also abide by these policies and procedures.  If such an individual is required to submit publications for review prior to publication, he or she will do so in addition to following the review procedures described here.  In any case, Look AHEAD will not relegate review or approval for publication or presentation to another agency or institution.  However, comments or suggestions from the federal agency review should be transmitted to all authors for consideration.

20.5.    Categories of Communications and Authorship of PUBLICATIONS
The following categories of communications apply to scientific presentations and publications.  Press releases, interviews, and presentations (without published abstracts) do not have authors.  (See Sections 26.4 and 26.6)  When presentations are accompanied by published abstracts, the authorship rules for the abstracts are the same as for other types of publications, as described in this Section.  “Core” publications (Category A described below) do not have named authors (group authorship).  For Categories B and C, when authors' names are listed, they will be those of the members of the writing group (see below).  Four categories of communications have been designated and are described below.  Responsibility for the category assignment for all publications and presentations rests with the Publications and Presentations Committee.

20.5.1.   Category A 

Publication of Look AHEAD results deemed “core” publications will have no named authors.  Author designation will be “Look AHEAD Research Group.”  Core publications report the study design, the main report of baseline data, the report of the primary outcome, and reports of selected main secondary outcomes.  An appendix to the publication will list members of the study group and indicate members of the paper’s writing group, other committee membership, and other aspects of contribution to Look AHEAD (see Sections 25.5.6 and 25.6.4). 

1. The Authors will be listed at the end of the acknowledgments section that includes study-wide representation as listed below.  The final list will be alphabetized with the writing group chair listed first.  Authors will include:

a. The writing group will consist of two authors from each Clinical site (the Steering Committee member and one designee – to be appointed by the Steering Committee representative).  Clinical centers with multiple sites will be allowed three authors.

b. Additional authors may come from the Coordinating Center, NIDDK, NIA and CDC.
2. The writing group chair will select a more functional writing group of approximately 10 members from the writing group list. This subset of the writing group will not be specifically noted in the manuscript.

3. In addition, an appendix to the paper will list key personnel from every site and committee membership.

20.5.2.   Category A: Ancillary Study

 “Category A: Ancillary Study” will apply to Ancillary Studies that have included participants or data from all or nearly all the sites that are reporting on the primary or secondary outcomes of the Look AHEAD Trial.  For example, this category would be applied to papers from biomarker or genetic ancillary studies (Category B Ancillary Studies) that are reporting on the main Look AHEAD outcome.  These papers will be group-authored, with the authorship line reading “The Look AHEAD Research Group” and will follow similar rules to those for the general Category A papers with one exception (1c) as described below.

1. The Writing Group will be listed at the end of the acknowledgments section that includes study-wide representation as listed below.  The final list will be alphabetized with the writing group chair listed first.  Authors will include:

a. Two authors from each Clinical site (the Steering Committee member and one designee – to be appointed by the Steering Committee representative).  Clinical centers with multiple sites will be allowed three authors.

b. Additional authors may come from the Coordinating Center, NIDDK, NIA and CDC.
c. Members of the ancillary study team not already named above in “a” or “b” will be added to this list of authors by the writing group chair.

2. The writing group chair will select a more functional writing group of approximately 10 members from the nominees, and should include members from both the ancillary study team and the main study group.

3. In addition, an appendix to the paper will list key personnel from every site and committee membership.

The review and approval process for Category A Ancillary Study papers will be the same as for Category A papers.

20.5.3.   Category B
Other publications using data gathered by all Look AHEAD members will be written by designated writing groups whose members are named as authors.  The selection and duties of writing groups are described in Section 25.6.4.  Category B publications will describe secondary outcome measures, other than those published under the rules of Category A.  Sub-studies are studies that were supported by the main Look AHEAD trial, but were carried out at a subsample of sites.  Publications emanating from sub-studies will be considered Category B.  The writing group members will be the publication authors, with the lead author being the writing group leader.  Author designation will be “A.B., C.D., E.F., and the Look AHEAD Research Group.”  For all Category B papers, the manuscript will be submitted to the journal with an appendix listing members of the study group.  If the appendix is not published in print, online publication should be requested from the journal.  As a last option, acknowledgement of the appendix previously published could be referenced in the Acknowledgement section.
20.5.4.   Category B: Ancillary Study
Ancillary studies are studies that were initiated by a group of investigators that may or may not be directly involved in the Look AHEAD parent trial. Ancillary studies may include only a few sites, or may include all or nearly all Look AHEAD sites.  Similarly, ancillary studies may involve analysis of samples (e.g. serum or plasma) or reanalysis of data (e.g. accelerometry) from all or nearly all participants.   Publications and presentations emanating from ancillary studies to Look AHEAD that include participants from most of the Look AHEAD clinical sites or based data from most or all of the Look AHEAD participants, will be considered Category B: Ancillary Study.  

The authors of Category B: Ancillary Study publications should include investigators in the ancillary study as well as other Look AHEAD Investigators, when appropriate.  The named authors will be the writing group members (designation and duties described in Section 25.6.4) for the publication.  Authors will be listed in the following style:  “G.H., I.J., K.L., for the DEXA Subgroup and the Look AHEAD Research Group.”  For all Category B: Ancillary Study papers, the manuscript will be submitted to the journal with an appendix listing members of the ancillary study group and the Look AHEAD study group.  If the appendix is not published in print, online publication should be requested from the journal.  As a last option, acknowledgement of the appendix previously published could be referenced in the Acknowledgement section.

20.5.5.   Category C 

Ancillary studies to Look AHEAD that are conducted at only a portion of Look AHEAD clinical sites or that include the analysis of data gathered from only a subsample of volunteers from all clinical sites, will be considered Category C.  The authors of publications describing work by a subset of clinical sites should include members of the particular centers involved in the ancillary study, and may include other Look AHEAD Investigators, when appropriate.  The named authors will be the writing group members (designation and duties described in Section 25.6.4) for the publication.  Authors will be listed in the following style:  “G.H., I.J., K.L., and the DEXA Subgroup of the Look AHEAD Research Group.”  An appendix will list all members of these smaller groups.  If a study has been previously published by this subgroup, reference could be made to a previously published subgroup member’s list.  
20.5.6.   Other Look AHEAD Personnel as Authors
The writing group for a Look AHEAD manuscript may include trainees, study coordinators, and other Look AHEAD personnel as authors, providing that each author has contributed to the development of the manuscript. Depending on her/his involvement, such an individual may be first author on a paper.

20.5.7.   Abstract Authorship
The categories and authorship rules for abstracts accompanying presentations are as above, except that Category A abstracts will, when required, have at least one named author (the first of whom will usually be the person making the presentation), to be listed as:  A.B. Smith, C.D. Garcia, E.F. Johnson, and the Look AHEAD Research Group.  A full list of members of the Look AHEAD Research Group will not be included.

20.5.8.   Designation of Look AHEAD Members in Appendices of Publications  

At the end of Category A and B papers, an appendix will be included to recognize Look AHEAD Research Group members and their contribution to the study.  All professional members of the Look AHEAD Research Group who have the approval of the Principal Investigators and have served at least two years in a significant capacity with the study will be listed and will be considered as authors.  In addition, a Principal Investigator may provide justification in writing to the Publications and Presentations Committee to include individuals who have been with the study for less than two years for inclusion.  This appendix will also designate the membership on the paper’s writing group (for Category A publications), Look AHEAD committee membership, and roles in Look AHEAD.  The appendix should be submitted with every Category A and Category B publication.  If for a Category B paper, the journal does not allow a print publication of the appendix, online publication is encouraged as a second choice.  As a last choice, there may be a reference in the Acknowledgements section of the previously published appendix.  
Every clinical site will be identified in the appendix.  The coordinating center, the central laboratories, core facilities, and the NIDDK will be considered as special units and be listed as participating centers.  Other organizations providing scientific input and funding, such as other Institutes at the NIH and the CDC, will be so listed.  Those scientific, federal, or commercial organizations providing funding will also be recognized. 

A similar appendix acknowledging contributors to the substudy research group and the ancillary research group is developed for Category C publications.  In that instance the same format for the Appendix is followed. 

20.6.    REVIEW AND APPROVAL PROCEDURES FOR COMMUNICATIONS 

The Publications and Presentations Committee must approve (by majority vote) all communications.  For Category A and B communications, approval (by majority vote) by the Steering Committee is also required.

Some of the communications generated by Look AHEAD will promote trial activities rather than present trial endpoints.  During the early years of the trial, it is anticipated that there will be a number of presentations made at national scientific symposia describing the design and methods for Look AHEAD.  There will also be presentations describing the recruitment effort and results for the trial.  Approval for these presentations will be made by the Publications and Presentations Committee.

The review of a proposed presentation by the Publications Committee shall consider scientific, programmatic, and stylistic aspects of the presentation or abstract, but will not consider the costs of making the presentation.  Approval of an abstract or presentation by the Publications Committee implies no commitment of Look AHEAD funds to support the presentation.  The head of the writing group proposing an abstract or agreeing to the Committee's request to head a writing group will be responsible for obtaining necessary funds for travel, meeting registration, and other costs of making the presentation.  
Proposals for presentations and publications, especially those in categories B and C, should be made to the Publications and Presentations Committee from the members of the Look AHEAD Research Group at large, and thus the Publications and Presentations Committee does not have the sole responsibility for bringing forward proposals.  

The Publications and Presentations Committee, through the coordinating center, will track and keep the Steering Committee informed of the status of all communications, from their inception through review and the final presentation or publication.

All communications from Look AHEAD, including those of ancillary studies, will be prepared under the oversight of the Publications and Presentations Committee.  Approval may be withheld for publications or presentations of ancillary studies that may jeopardize the outcome of Look AHEAD, until such time as is deemed appropriate by the Publications and Presentations Committee.  Further description follows below.

20.6.1.   Press Releases and Interviews

Press releases and interviews used for general publicity will be initiated by the coordinating center or the NIDDK.  Centrally prepared press releases will be reviewed by the Publications and Presentations Committee and distributed to the centers.  It is suggested that these prepared releases be given to the media when interviews are requested.  This procedure will help ensure uniformity and accuracy in the information disseminated through the media.  

Should a clinical center or Look AHEAD investigator be solicited for information other than that detailed in the master materials set or centrally prepared press releases, the clinical center should refer the soliciting party to the Chairperson of the Publications and Presentations Committee.

Approval by the Publications and Presentations Committee is not required for local releases related to recruitment.  When local recruiting results in editorial space, providing the clinical site uses the central press release material and the master materials set (see Section 25.6.2), approval of the Publications and Presentations Committee is not required for local media contact.

A press release or interview may be appropriate with a presentation or publication announcing a study result of great public interest.  Such a press release or interview will be approved in advance by the Publications and Presentations Committee and the presentation or publication must be approved as specified below.

Similarly, Look AHEAD may be promoted in national publications targeting persons with diabetes.  Prior approval from the Publications and Presentations Committee is required for articles targeting the lay press.  These articles should be submitted to the Committee to allow at least seven days for this review. 

The Industry Policy, Appendix F of the Protocol, states, "Neither the choice of a product in Look AHEAD nor the results of Look AHEAD should be represented as an endorsement of a product."  While the Industry Policy is intended to guide industrial partners, when discussing Look AHEAD, investigators must not implicitly nor explicitly endorse any product.
20.6.2.    Presentations
Any Look AHEAD presentation involving previously unpublished data and any presentation to a national or international meeting requires Publications and Presentations Committee review as described in Section 25.6.2.1 and below.  It is the intention of the Publications and Presentations Committee to approve a master slide set and master materials set (to include RFA, final Look AHEAD Protocol, and Manual of Operations), which may be used for presentations without content approval by the Publications and Presentations Committee.  These materials are available on the Look AHEAD web site by the coordinating center.  

A presentation utilizing the master materials set to a regional or local meeting may be given without prior review and approval of the Publications and Presentations Committee.  The presenter should post the presentation on the Look AHEAD web site (entry form to be available on the Look AHEAD web site), including the date, location, audience and an outline or description of topics to be covered.  "Regional or local" refer to the scope of influence of the meeting, not to the location relative to the workplace of the presenter; i.e., a local meeting can take place at a great distance from the workplace of the presenter. 

Any Look AHEAD presentation involving previously unpublished data and any presentation to a national or international meeting, regardless of content, must be reviewed as follows:

20.6.2.1.    Invited Presentations 

If a member of Look AHEAD is personally invited to present Look AHEAD information or represent Look AHEAD at a national or international meeting, the invitation must be forwarded to the Publications and Presentations Committee as soon as possible.  The Publications and Presentations Committee reserves the right to accept or decline the invitation and suggest a presenter other than the invited Look AHEAD member in order to distribute the opportunities for presentation widely among the members of the Look AHEAD Research Group.

20.6.2.2.    Submitted Presentations
The Publications and Presentations Committee or Look AHEAD members at large may suggest meetings and topics for presentation of Look AHEAD material.  The Publications and Presentations Committee will identify (or approve) one person (not necessarily a Publications and Presentations Committee member) to assume responsibility for assembling a group to prepare and present the material.  If several Look AHEAD investigators submit proposals for similar presentations, the Publications and Presentations Committee will request the involved persons to resolve their differences, and if appropriate, join in a common presentation group.  The Publications and Presentations Committee has responsibility for approving lead author/presenter.
20.6.3. Review of Submitted or Invited Presentations of Unpublished Research Results

A majority of the Publications and Presentations Committee must approve all abstracts, of proposed presentations of new data from Look AHEAD, including abstracts that are deemed Category A, A: Ancillary Study, B, B: Ancillary Study, and C.  The Publications and Presentations Committee must receive abstracts of new data presentations at least three weeks prior to the submission deadline in order to allow adequate time for review and response to authors.  Approval of abstracts, posters and slides representing presentation of new data requires approval by a majority of the Publications Committee. The Publications and Presentations Committee may ask for revision or clarification of abstracts before approval. In the event of disagreement between investigators on an abstract submission, the Publications and Presentations Committee will serve as mediator.  If an agreement cannot be reached, the Look AHEAD Steering Committee will be the final arbiter.

The Publications Committee will also review slides and posters of communications deemed Category A, A: Ancillary study, B and B Ancillary study prior to presentation.  Slides and posters must be submitted for review at least two weeks prior to the scheduled presentation.  Approval of posters and slides representing presentation of new data requires approval by a majority of the Publications Committee.
Ordinarily, a Look AHEAD presentation should not be accompanied by a manuscript or other written material, except for an abstract.  If a manuscript is requested in conjunction with a presentation (e.g., a "proceedings" paper), such manuscript must be prepared and approved according to the rules and procedures for publications.  Approval of the presentation does not constitute approval of the publication.  The presenter may or may not be the lead author.  The member of the Look AHEAD Research Group accepting an invitation to present Look AHEAD material must make the inviting organization aware of these requirements.  

20.6.4.
Publications
The following procedures apply to all publications (categories A through C) whether submitted or invited

20.6.4.1.
Writing Group 

The Publications and Presentations Committee will approve a writing group of at least three individuals for each proposed publication.  Members of the writing group will be drawn from the members of the Look AHEAD Research Group at large.  In some instances, an individual member of the Look AHEAD Research Group will volunteer to develop a manuscript and submit a short description to the Publications and Presentations Committee (2-4 page description of the paper, including background, hypotheses, study sample, variables to be examined, and analytic methods).  Investigators who have proposed topics may nominate additional investigators for inclusion in the writing group, provided that they agree to be proposed for the writing group.  In other instances, the Publications and Presentations Committee will develop the idea and description of the paper as well as nominate members of the writing group for a proposed paper.  The Publications and Presentations Committee will hold a vote on approval of the concept description and initial members of the writing group.  

After the Publications Committee has approved the initial concept for the manuscript and proposals for writing group membership, it is submitted to the Steering Committee.  Steering Committee members are asked to nominate colleagues at their sites for inclusion in the writing group.  The nomination for writing group members should include a short description of qualifications and  justification for membership. Nominations to the writing groups of Ancillary Study papers (including Category B: Ancillary Study and Category C), should provide especially strong justification for why the nominee should be included, outlining what expertise the nominee brings that is not available within the ancillary study group.  
Investigators who nominate a junior colleague must be willing to serve as mentor during writing.  A PI may nominate a colleague who is not on the Look AHEAD staff (mentored by and under the authority of the PI).   Members of the Look AHEAD Research Group may request to join the writing team and will be included to the extent practical.  For papers involving analysis of data, at least one member of the writing group will be from the coordinating center and will provide data analysis to all members of the writing group.  Broad participation is encouraged.  
Equitable distribution of papers among participating centers will be the goal of the Publications and Presentations Committee.  For main publications involving volunteers at all centers, not more than two members will hail from one clinical site.  The number of members of the writing group will generally be limited to no more than ten, subject to the rules limiting the number of authors for the journal targeted for submission.  The Coordinating Center will accumulate nominations for the Publications and Presentations Committee to review.  The Publications and Presentations Committee will approve (by majority vote) the final constitution of the writing group and approve one individual as leader/lead author of the writing group.  While the leader/lead author of the writing group will usually be the individual proposing the paper, this may not necessarily be the case.  Conflicts about writing group leadership selection by the Publications and Presentations Committee can be appealed to the Steering Committee.  

20.6.4.2.   Writing Group Leader

Once an investigator accepts responsibility as writing group leader, he/she should review, revise, and submit to the Publications and Presentations Committee the one to two page description of the paper, including hypotheses, study sample, variables to be examined, and analytic methods.  The Publications and Presentations Committee will post this material on the Look AHEAD website and inform the Steering Committee of the planned publication, including the topic, journal(s) identified for submission, and members and Chairperson of the writing group.  Any member of the Look AHEAD Research Group may appeal to the Chairperson of the Publications and Presentations Committee about these matters or about a potential conflict with other proposals for publication.  In the event of disagreement, the Publications and Presentations Committee will serve as mediator.  If an agreement cannot be reached, the Steering Committee will be the final arbiter.  The Publications and Presentations Committee monitors progress of the writing group toward publication.  If timely progress toward publication is not made, the responsibility for writing group leadership may be reassigned by the Publications and Presentations Committee.
20.6.4.3.   Journal Identification
The Publications and Presentations Committee will suggest (or endorse the recommendation of the writing group) an appropriate journal for the submission of each proposed publication.

20.6.4.4.    Preparation
The Publications and Presentations Committee will closely monitor the progress of papers.  Some papers will be followed as “urgent” if publication is essential for the success of the study or for the publication of subsequent papers.  The Publications and Presentations Committee shall have the authority and responsibility to rank the priority of papers for data analysis by the coordinating center. 

20.6.4.5.   Initial Manuscript Review
The Publications and Presentations Committee will designate at least two reviewers for initial internal review of all manuscripts.  These reviewers will not be members of the writing group.  Manuscripts from ancillary studies may require verification of data analyses by the Look AHEAD coordinating center.  To facilitate this, and as requested, documented data underlying these manuscripts must be transferred to the coordinating center prior to its review.
20.6.4.6.   Approval for Category A, B and B: Ancillary Study Manuscripts
Following review, the manuscript of a Category A, A: Ancillary, B or B: Ancillary Study publication must be approved by a majority of the Publications and Presentations Committee and a majority of the Steering Committee.  It then may be submitted to the journal by the primary author.  The leader of the writing group will usually serve as corresponding author.  The writing group chair will be charged to report any major changes/issues to the manuscript (during the review process) that significantly alter the paper.  If a large change is made, then additional review by the Publications Committee will be requested.

20.6.4.7.    Approval for Category C Publications
Manuscripts of Category C publications will be distributed as above, and members of the Steering Committee may comment to the lead author of the writing group and to the Publications and Presentations Committee, but a vote of the Steering Committee will not be taken.  Submission of a Category C publication requires approval of a majority of the Publications and Presentations Committee, but not of the Steering Committee.  The writing group chair will be charged to report any major changes/issues to the manuscript (during the review process) that significantly alter the paper.  If a large change is made, then additional review by the Publications Committee will be requested.

20.6.4.8.   Page and Reprint Charges
Funding of page charges and reprint charges for all papers, including Category A, Category A Ancillary, Category B, Category B: Ancillary and Category C manuscripts will be the responsibility of the writing group chair and their associated clinical center (or institution).

20.6.5.   Summary of Approval Procedures for All Communications

	Type of Communication
	Category A &
Category A: Ancillary Study
	Category B
	Category B: Ancillary Study
	Category C

	1. Press releases
	Review and approval by Majority of P&P
	Review and approval by Majority of P&P
	Review and approval by Majority of P&P
	Review and approval by Majority of P&P

	Abstracts
	Review and approval by Majority of P&P
	Review and approval by Majority of P&P
	Review and approval by Majority of P&P
	Review and approval by Majority of P&P

	Slides/Posters
	Review and approval by Majority of P&P
	Review and approval by Majority of P&P
	Review and approval by Majority of P&P
	Review not required

	Writing Groups
	“Look AHEAD Research Group”;

Writing group named in the appendix: 2 from each site; designees from CoC, CDC, NIDDK.  Cat A: Ancillary will also include authors from the Ancillary Study Group. 
	“AA, BB, and CC and the Look AHEAD Research Group”; Generally < 10, writing group open.
	“AA, BB, and CC for the ‘Ancillary Study Group’ and the Look AHEAD Research Group”; Generally < 10, writing group restricted to Ancillary Study and those with special expertise.
	AA, BB, and CC and  the ‘Ancillary Study Group’ of  the Look AHEAD Research Group”; Generally < 10, writing group restricted to Ancillary Study and those with special expertise.

	Manuscripts
	Review and approval by Majority of P&P and Majority of Steering. Steering will have 5 days to vote.
	Review and approval by Majority of P&P and Majority of Steering.
Steering will have 10 days to vote.
	Review and approval by Majority of P&P and Majority of Steering.
Steering will have 10 days to vote.
	Review and approval by Majority of P&P; Steering will have 7 days to comment.


20.7.   timeline for publication and DISTRIBUTION OF ANALYSIS DATA SETS TO THE INVESTIGATORS
20.7.1.   Anticipated Timeline for Publication
During each phase of Look AHEAD, the Publications and Presentations Committee will propose outcomes and topics that are “off limits” during that phase of the study, that will be reserved as main study phase outcomes.  The Steering Committee will make the final determinations as to which topics will be off limits.
20.7.2.   Distribution of Analysis Data Sets to the Investigators

In the course of the study, it will be necessary to post data sets on the NIDDK repository so that public access to the data can be allowed. When data are posted in the NIDDK repository, the Coordinating Center will post the same data on the Internal Look AHEAD website so as to allow easy access by study investigators. The distribution of data sets would initially encompass the baseline data, and then extend to annual data sets.  The purpose of distribution is to encourage analysis and publication of data that may be of lesser interest as long-term follow-up data become available.  Analysis of distributed data sets will occur at the study sites, not at the Coordinating Center.  Verification of analyses performed outside the Coordinating Center is not required unless requested by the Publications and Presentations Committee. The Publications and Presentations Committee will establish rules regarding the distribution and use of the data.  Notably, analyses and publications resulting from these data must follow all policies described in the Manual of Procedures, as follows.
1. The P&P does not need to approve proposals for manuscripts that proceed using the distributed data sets/public use data sets.  However, the P&P should be informed of these papers as they progress so that they can identify possible overlap or redundancy with published papers or with ongoing work in the study.

2. The P&P will not solicit writing group members for these manuscripts.  The writing group chair can select his/her own team, although he/she is encouraged to call upon Look AHEAD investigators who have particular expertise in this topic to request that they participate as co-authors.

3. The P&P does not need to review and approve the final manuscript developed using the distributed data sets/public use data sets.  However, if requested, P&P will consider a review.

4. The Steering Committee does not need to review and approve the final manuscript developed using the distributed data sets/public use data sets. However, if requested, the Steering Committee may consider a review. 

5. As a courtesy, publications should be reported to the Publications and Presentations Committee even if review and approval were not required, in order to maintain a complete bibliography.   
6. The following language is required for a manuscript developed using the distributed data sets/public use data sets: “This manuscript is based on a subset of the Look AHEAD cohort: participants from the Southwest Native American sites are not included.  The complete cohort has been described (The Look AHEAD Research Group. Baseline characteristics of the randomized cohort from the Look AHEAD (Action for Health in Diabetes) research study. Diabetes Vasc Dis Res 2006;3:202-215 NIH Registration: NIHMS81811). The analyses performed herein were not conducted at the Look AHEAD Data Coordinating Center. This does not represent the work of the Look AHEAD study group.”

20.8.   STANDARDS of Excellence

In addition to the review system established for the critique of publications and presentations as described in the previous Section, the following guidelines are suggested for maintaining the highest standards of excellence for Look AHEAD publications and presentations.

If, in the opinion of the members of the Publications and Presentations Committee, no member of the Look AHEAD Research Group has sufficient scientific background to review the pertinent material, outside (of Look AHEAD) expert consultants will be selected by the Publications and Presentations Committee and asked to critique the material.  

For the major publications and presentations, the completeness and adequacy of the reports will be assured by consideration of the steps described in "A Proposal for Structured Reporting of Randomized Controlled Trials", JAMA 1994; 272: 1926-1931 and subsequent publications by CONSORT.  While these considerations should govern the design and conduct of the trial, not all points need to be mentioned in each publication or presentation. 
20.9.    VIOLATIONS and Grievances

20.9.1.   Violations to the Publications Policy

Instances of violation of the Publications Policy should be addressed to the Publications and Presentations Committee.  The Publications and Presentations Committee will investigate and address any violations of the Publications Policy.  Should it be needed, recommendations will be made by the Publications and Presentations Committee to the Steering Committee.  

20.9.2.   Grievances.  

A member of the Look AHEAD Research Group may formally appeal, in the case of disagreement with the Publications and Presentations Committee, concerning: 1) the classification of a communication, 2) the membership or chairmanship of a writing or presentation group, 3) the handling or approval of a communication, 4) authorship order, 5) the suitability of a presentation or publication, or 6) any other action taken by the Publications and Presentations Committee.  

To initiate an appeal, the claimant should initially discuss the issue with the Chairperson of the Publications and Presentations Committee to clarify why the disputed judgment was made.  If this does not satisfactorily resolve the matter, the claimant should send a letter of appeal (supported by appropriate documentation) to the coordinating center for distribution to the entire Publications and Presentations Committee.  The Publications and Presentations Committee will review the grievance and respond in writing within four weeks of receipt of the appeal.  If the claimant still feels that the issue has not been satisfactorily resolved, the Steering Committee will be the final arbiter.  A decision of the Steering Committee regarding a grievance will be binding.

20.10.   OWNERSHIP of Data

For purposes of publication and presentation policies, study data are defined as all data specified in the Manual of Operations pertaining to participants randomized in Look AHEAD.  Subjects evaluated for eligibility but not randomized (for whatever reason) are eligible for other studies.  Any data obtained during the screening and eligibility process of Look AHEAD, however, can be presented or published only according to the policies herein.  Any data obtained during the course of ancillary or substudies can be presented or published only according to the policies herein.  

Look AHEAD study data will be owned jointly by the individual clinical centers, the NIH and the coordinating center, but will be kept at the coordinating center.  The coordinating center and clinical centers will make no use of study data nor disclose them to any other parties except as specified in the Protocol or Manual of Operations, unless such use or disclosure is approved by a majority of the Steering Committee.

For approved ancillary studies and sub-studies, the Look AHEAD coordinating center will provide to the ancillary study Principal Investigator (PI) a cleaned data set of approved data relevant to the ancillary study.  Only data that have been approved by the Steering Committee may be released.  No data on cardiovascular events will be released, for example, until the end of Look AHEAD.  The time points for data release must also be approved by the Steering Committee.  The ancillary study PI is responsible for providing the coordinating center with a cleaned data set of ancillary study-specific data within one year following the termination of the ancillary study.  Ownership of data is thus shared by the ancillary study center and the coordinating center. 

When the coordinating center ceases to function as an analytic resource to Look AHEAD (i.e., funding terminates), it will release a fully documented copy of all Look AHEAD data to each clinical center and the NIH.  Two years subsequent to this release, the full data set will be made public.  Decisions regarding disclosure of data to other parties, such as pharmaceutical companies or the FDA (beyond the required reports), shall be determined by the Steering Committee.  Confidentiality of individual participants will be maintained with all releases of data.

20.11.    PRESENTATIONS TO VOLUNTEER PARTICIPANTS
The volunteer participants in Look AHEAD will be offered all key results (e.g. effects of treatments on the primary outcome or other important results) prior to presentations to the public or to the professional communities.  For the primary outcome results, this should be done by oral presentations to participants at each clinical center, accompanied by a written report to those unable to attend the oral presentation.

20.12.
 DUALITY OF INTEREST POLICY

The Look AHEAD Steering Committee has developed a duality of interest policy to promote the fair, open, and unfettered discussion of study protocol issues and to ensure that the scientific design, conduct or reporting of the study is not biased by commercial influences.  This policy, as in Appendix E of the study Protocol (Chapter 1), requires that principal investigators and committee members must fully disclose all commercial ties that provided remuneration annually throughout the study.  This disclosure applies to remuneration received by principal investigators or committee members, their spouses, and/or dependent children.  When Look AHEAD results are presented in any forum (whether a presentation or publication), the Look AHEAD investigator presenting results should disclose any and all relevant industrial ties with products used in Look AHEAD (e.g. meal replacement products, orlistat, etc.).  It also requires that potential duality of interests be declared during Look AHEAD committee meetings as scientific issues that relate to use of specific commercial products are discussed and voted on.

20.13.  INDUSTRY POLICY

The Look AHEAD study group welcomes donations from industry sources that aid in the conduct of the study protocol.  The Look AHEAD Steering Committee has developed a policy statement, which appears in Appendix F of the Protocol document (Chapter 1), to guide relations between the study group and industry.  Potential sources of study-wide donations should not be contacted directly by Look AHEAD personnel without first receiving clearance from the Look AHEAD Executive Committee.

20.14.    ACCESS TO BIOREPOSITORY
The Look AHEAD biorepository is maintained at the University of Washington, a subcontractor the Coordinating Center (Santica Marcovina, PI).  The repository consists of specimens (serum, plasma, urine and DNA) obtained by the core clinic activities and by ancillary study activities.  Each sample is uniquely labeled and occupies a unique position in the repository for retrieval and identification in the study database.  Any unused remaining portions of core samples requested and consequently assayed by outside laboratories must be returned to the central repository, unless permission is obtained to destroy unusable specimen (e.g., too little volume to assay subsequently).
In order to insure that there are sufficient resources in the biorepository, Look AHEAD will reserve samples for main study purposes and may elect to institute a phased approach to sample access for ancillary studies.  The policy as approved by the Steering Committee states that specimens requested for ancillary studies have a lower priority than specimens requested for main study purposes.  Core analyses, safety analyses, and substudy analyses, and any additional analytes requested by the DSMB have the highest priority.  The study will thus make 50% of Look AHEAD samples, exclusive of the mechanistic substudy samples, available for ancillary studies until the end of follow-up (period 2011-2012 prior to the planned end of the Coordinating Center funding), at which time the rest of the samples will become available for request.  If the ancillary study funding success is such that there is a rapid level of use well prior to the end of the study, the Steering Committee will re-assess whether it wishes to implement a phased approach to availability of the first 50% of sample or whether it wishes to implement a phased availability of some portion of the second 50% of sample.  It is likely that individual participants will be excluded from ancillary study sample pulls if they have less than the maximum number of aliquots available at a given time point.

A policy for dealing with the bloods remaining in the repository at the end of follow-up (in 2012) will be formulated at a later date.  The policy will take into account whether the needs of the main study have been satisfied, whether the main study or part of it will be extended, and any relevant NIH/NIDDK-wide policies.   At the end of Look AHEAD, the remaining samples will be transferred to the NIDDK-funded biorepository, if the appropriate consents have been signed to allow the transfers.  If consent for transfer was not given, the samples will be destroyed.

20.15.    USE OF INTERVENTION MATERIALS

Look AHEAD Principal Investigators and Co-Investigators are permitted to use lifestyle materials for other federally funded trials for which they are the Principal Investigator, Co-Principal Investigator, or Co-Investigator.  Any publication based on Look AHEAD intervention materials must acknowledge the Look AHEAD study.
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