FIND—Data Sharing  
Function and Purpose:

The purpose of this aim is to work with the NIDDK and the Steering Committee to establish and implement a data sharing plan in a timely manner. We propose to follow protocols established by other consortia (i.e. the Framingham Heart Study) to help with the implementation of a data-sharing plan. The release of scientific data to the scientists outside the consortium is expected to foster development of new methods. Although, the data-sharing policy was drafted at the inception of the consortium, the specific mechanisms for release of data are yet to be discussed with the NIDDK and the Steering Committee. Pending discussion of these mechanisms we propose to release the data for general use following the initial data-sharing plan.     

In maintaining the policy put forward in the FIND MOO, that all data published will be anonymized and made available to the public as soon as possible, but no later than within one year of publication. In addition, the GADCC will provide a fully documented copy of all the FIND data to each PIC, and an anonymized data set to the NIDDK. One to two years after the termination of the FIND the anonymized data set will be made public. A mechanism for requesting biological material and data will be established following the protocol of similar resources (i.e. The Framingham Heart Study). We anticipate that availability of the data and the specimens will require specific guidelines for access.  Some potential guidelines for access are listed below.  

We propose that researchers may gain access to clinical data, genetic analysis data, and biomaterials under one of two conditions: (1) a peer-reviewed NIDDK research grant to analyze these data is awarded; or (2) certification as a qualified investigator to access the data and biomaterials is obtained.  

The FIND study supports interdisciplinary research on the localization and identification of genes that influence susceptibility to DN.  Principal investigators who gain access to data and biomaterials through this option will be required to submit a Materials Transfer Agreement and Human Subjects Approval for the Institutional Review Board of the requester’s institution.

Option 2:  Access Certification
Investigators who do not have NIDDK grant funding to analyze these data must submit an access request.  Access requests will be considered based on experience and qualifications of the investigators in conducting genetic research on complex disorders, and consist of the following:

1. A cover letter containing the name, mailing address, e-mail address, fax number, and telephone number of the principal investigator.  This letter should be written on the letterhead of the sponsoring institution at which the research will be conducted.  

2. The curriculum vitae of the principal investigator and all co-investigators.  

3. A Materials Transfer Agreement and Human Subjects Approval for the Institutional Review Board of the requester’s institution.

4. After access certification, a user id and password will be sent to the principal investigator.  The biomaterials desired should be clearly specified.  This list will be forwarded to NIDDK, which will contact the principal investigator regarding shipping and payment instructions.  

Researchers gaining access to the clinical data and/or biomaterials must agree to the following:

1. The principal investigator cannot transfer the research project to a different institution.  

2. Recipient agrees to retain control over biomaterials, clinical data, and genetic analysis data and further agrees not to provide them to any other individual.

3. Recipient must agree to provide FIND an electronic copy of any and all genetic analysis data derived from clinical data and biomaterials received.  Recipient will provide to the FIND study such Genetic Analysis Data twelve months after receipt of biomaterials or upon publication of research in which such data were analyzed, whichever comes first, and annually thereafter upon the anniversary of this date.  This will continue until the research project is competed.    
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