DIABETES RESEARCH IN CHILDREN NETWORK

ORGANIZATIONAL STRUCTURE 

1. Organizational Structure

The organizational structure of DirecNet consists of a Coordinating Center and five clinical centers.  The committee structure includes a Steering Committee, an Executive Committee, and a Data and Safety Monitoring Board (DSMB).

1.1 Data and Safety Monitoring Board (DSMB)

The responsibility for reviewing the ethical conduct of the study and for monitoring the data for evidence of adverse or beneficial treatment effects is assigned to the Data and Safety Monitoring Committee (DSMB).  

The DSMB will include three physicians with expertise in type 1 diabetes in children, a statistician, a psychologist, and a lay person who will serve as a patient advocate.  The NICHD will select one of the members to serve as the Chair.

The NICHD and NIDDK representatives, the Coordinating Center Director, and the Study Chair will be considered ex-offico members who will participate in the DSMB meetings and conference calls as nonvoting members.  

Prior to the initiation of recruitment for a protocol, the DSMB must review and approve the study protocol, including the informed consent procedure and form.  Subsequent protocol changes that are substantive must be approved by the DSMB prior to implementation.  Minor changes that do not impact on patient safety or the assessment of efficacy do not require prior DSMB approval and will be reported to the DSMB at its semi-annual meetings.  At its discretion, the DSMB may recommend to the Steering Committee that a protocol change be considered.

The DSMB will periodically review the study progress (at least twice each year either at a meeting or a conference call).  In conjunction with the Coordinating Center, the committee will determine specific plans for evaluating adverse effects and efficacy, including deciding whether a formal interim analysis should be performed.

Recommendations made by this committee relating to protection of patient rights and/or resulting from data analyses are forwarded to the NICHD.  For randomized clinical trials, results are not available to the participating investigators involved in patient care until the DSMB recommends that this information be released.

1.2 Executive Committee
The Executive Committee will consist of the principal investigators from the clinical centers and CC and the NICHD project officer.   It will be chaired by the Study Chair.  The Executive Committee will convene on an as needed basis.  Some specific functions will include:

· Determine and approve of protocol topics prior to protocol development

· Develop clinical center budgets

· Review ‘competing studies’ proposals (see section 3)

· Select protocol chairs  

· Select central laboratories 

· Review clinical site monitoring reports

· Review site visit reports

· Review site performance issues identified by the Coordinating Center

1.3 Steering Committee 

The Steering Committee has overall responsibility for directing all of the activities of each protocol. This committee formulates all policy decisions related to the maintenance and conduct of the study, except that protocol changes relating to the protection of patient rights and/or resulting from data analysis may be initiated by the Data and Safety Monitoring Board and sent to the Steering Committee for approval and implementation.

The members of the Steering Committee are two investigators and the lead coordinator from each of the five clinical centers, the director of the central lab,  the Coordinating Center director, project manager and lead statistician, and a representative from the NICHD and NIDDK. The committee will be jointly directed by the Study Chair and the Coordinating Center Director.

The Steering Committee initially will convene by conference call initially on a twice a month basis and later on a monthly basis.  Meetings will be held as indicated.  Additional investigators and other individuals may participate in the conference calls and meetings as determined by the Chair.

Some specific functions of the Steering Committee are:

· Develop protocols and consider changes or modifications in the protocol as may be necessary or desirable

· Select protocol development committees

· Approve ancillary studies

· Select manuscript writing teams 

· Approve manuscripts and abstracts

For issues before the Steering Committee that require a formal vote, there will be one vote for each clinical center, the coordinating center, and the NIH (7 votes total).

1.3.1 Clinical Centers

The clinical centers will be responsible for carrying out the common study protocols.    Clinical center staff will include a principal investigator, at least one co-investigator, a clinic coordinator, and other personnel as needed for the project.  Appropriate backup must be available for all positions. The principal investigator will have overall responsibility for all study-related activities and all data collection at the center.  The clinical center investigators will have an active role in all aspects of the project including protocol development, data analyses, and publication of results.

1.3.2 Coordinating Center

The Coordinating Center is located at The Jaeb Center for Health Research in Tampa, Florida.  It will be responsible for coordinating the development of study protocols and their conduct, assessing data quality and integrity, performing statistical analyses, and coordinating the writing of manuscripts.

1.3.3 Protocol Chairs and Protocol Development Committees

Each protocol, including primary protocols and ancillary studies, will have a designated Protocol Chair.  Multi-phase protocols may have a separate protocol chair for each phase. For a given protocol, the Protocol Chair may be the Study Chair or another investigator.  Generally, the Protocol Chair will be the lead investigator on the writing committee for the related manuscript.

A protocol development committee will be formed for each protocol.  This will include the protocol chair and the Project Management Committee members.  Other investigators and coordinators may be added.
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