Ancillary Studies Committee
Function:

· Review proposed ancillary studies and make recommendations according to approved TEDDY policy.

· Recommend changes to policy as necessary and in light of proposed ancillary studies.
· Provide recommendations to the steering committee with regard to the use of retained screening samples for subjects not eligible for TEDDY study protocol.
Study Coordinators Committee


Function: 

· Develop and update the TEDDY manual of operations in coordination with the DCC.

· Provide a forum for study coordinators to address questions regarding the logistics of the TEDDY study.

· Provide discussion of common concerns regarding subject screening and retention issues.

Diet Committee


Function:

· Review ongoing data collection with regard to issues of completeness, and accuracy. 

· Respond to field questions and revise data collection procedures as necessary.

· Develop plans for interim data analysis:  general descriptive statistics, comparisons across sites, trends over time.

· Develop plans for continuing training efforts of new staff.

· Identify and recommend solutions to issues regarding the pooling of nutritional data across sites.

· Monitor protocol compliance with respect to samples for serum 25 hydroxyvitamin D in early infancy, vitamin E, anti-oxidants (e.g., carotenoids, ascorbic acid, selenium, or omega-3 fatty acids).

Environmental Exposures Committee

Function: 

· Monitor data collection for increased exposure to routine childhood immunizations and their timing; environmental factors that may be contained in drinking water (e.g., low concentrations of zinc or high concentrations of nitrates, or lower pH levels); exposure to household pets, various allergies; and excessive weight gain.
Executive Committee


Function:

· Coordinates the fiscal aspects of the TEDDY grant and advises the Steering Committee of its actions.

Genetics Committee


Function:

· Review accumulating data and suggest descriptive analyses: prevalence estimates in relatives and general population, differences by geographic site, etc.

· Develop parameters to assess and monitor HLA reference lab performance.

· Review data produced by HLA reference lab with respect to comparisons with screening labs, frequencies of higher resolution typing. 
· Identify a professional genetic counselor or medical geneticist at each clinical site and provide recommendations for uniform training on the TEDDY study.   
Human Subjects/Publicity/Publications Committee


Function: 

· Develop a standard protocol to be used to inform parents of the presence of persistent autoimmunity and its associated increased risk for T1DM in the child.

· Provide TEDDY oversight for the distribution of study related materials from each clinical site.
· Develop a task list and provide direction to Matthews Media group for the development of materials for TEDDY.
Immune Markers Committee

Function:

· Develop parameters to assess and monitor antibody lab performance.

· Review TEDDY study data collection and hypotheses specifically regarding exposures that may lead to the promotion of Type 1 diabetes among those who are antibody positive.

· Review and recommend to PI Committee other markers of inflammation that should be measured and monitored in the antibody positive population.
Infectious Agents Committee


Function: 

· Develop parameters and monitor protocol compliance with respect to collection of stool samples.

· Monitor compliance and results of RNA extraction.

· Design an approach towards interim analysis of samples to ensure quality and yield.
Laboratory Implementation Committee

Function: 

To review and maintain the laboratory processing section of the manual of operations.  This would include: 
· Reviewing/resolving ongoing issues associated with the implementation of all laboratory procedures for the TEDDY study. 

· Coordinating/implementing protocol decisions made by other relevant committees such as the Genetics, Diet, and Immune Markers committees.

· Reviewing/implementing the QA/QC protocols associated with laboratory work with consult from other appropriate committees as needed.

Maternal Studies Committee


Function:

· Monitor enrollment and compliance with respect to sample submission of mothers into the study during pregnancy.

Psychosocial Committee


Function:
· Review and monitor compliance/quality of psychosocial data collection efforts.

· Develop questions to add to the parental/primary caretaker’s annual assessment that address the parent’s or primary caretaker’s perceptions of the child’s function and well-being (e.g., does the caretaker overprotect, stigmatize or treat the child differently because the child is at-risk for diabetes) at 39 months.

· Provide appropriate guidelines for referral as per protocol if the mother answers #10 affirmative or gets a total score of ≥ 13.
Quality Assurance Committee


Function:

· Has overall responsibility for the oversight of QC policies and procedures. This committee will rely on the scientific expertise of the appropriate TEDDY committees in carrying out this responsibility. 
· The QC committee will develop appropriate reports and documentation for circulation to the Steering Committee and the External Advisory Board.

Steering Committee


Function:

The Steering Committee has overall responsibility for the design, planning, execution, and publication of the research performed by the TEDDY study group.  The Steering Committee will approve all protocols, changes to protocols, and manuals of operations.  

Examples of Steering Committee functions include (but are not limited to):
· Responsibility for approval and final development of Study Protocols

· Responsibility for implementation of studies at the various Clinical Centers

· Maintenance of surveillance of TEDDY study performance

· Development of the Policies of TEDDY itself, and formulation and development of policies for the various committees, centers, and reference laboratories

· Receiving and acting upon reports and recommendations of various committees

· Reviewing matters relevant to the administrative, financial, medical, legal, and ethical considerations, or functions of TEDDY
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