Procedures and Policies for the CARe Data Access Committee
Purpose:  The purpose of the Data Access Committee (DAC) is to provide for the review of applications for access to and use of the combined phenotype and genotype data from the Candidate-gene Association Resource (CARe) Project developed and maintained by the Broad Institute and supported by the National Heart, Lung, and Blood Institute (NHLBI). 

Membership:  The Committee will be chaired by the Deputy Branch Chief, Epidemiology Branch, Division of Prevention and Population Studies, NHLBI.  All other committee members will be NHLBI employees with expertise in epidemiology, genetics, or other relevant discipline.  The committee size will depend upon the number and frequency of applications received.  
Review Process: Applications will be received by the NHLBI DAC coordinator on a continuous basis.  There are no deadlines for applications.  Applications will be reviewed by committee within 4 weeks of receipt.  The coordinator will check the application package for completeness and either return to the applicant if it is found incomplete or forward the application to the Chair who will assign two reviewers for each application (generally, at least one with genetic expertise and one with epidemiology expertise).  The reviewers will accept or reject the application based on the criteria stated below.  If both reviewers agree on approval, the DAC Coordinator will prepare an approval letter notifying the applicant with a copy to the Broad Institute.  If both reviewers agree on disapproval, the DAC Chair will notify the applicant that the application has been rejected with a brief explanation.  If reviewers disagree on approval, the application will be assigned to a third reviewer and the final decision will be determined by an adjudication panel comprising the DAC Chair and the three reviewers.  If approved, the Chair will also review the applicant’s documentation for a valid signed Data Distribution Agreement, an IRB approval from the applicant’s Institution, signed Research Staff Data Access Agreements, and evidence of current human subjects training.  Upon confirmation that all documentation is present and signed, the applicant and the Broad Institute are notified that the applicant is now eligible to access the CARe database.  The Broad Institute will provide the applicant with a pass-code to enter the CARe data system and download the relevant CARe data.  
Review Criteria:  The purpose of the CARe Project is to provide access to the CARe data to qualified researchers with minimal barriers.  Consequently, the review will not emphasize the reviewer’s interpretation of the scientific quality, originality, or innovation of the proposed research.  The review will evaluate the scientific feasibility within the CARe database, the scientific relevance of the study to the CARe goals, and the potential for the study to do harm to the study participants.  Applications proposing research that cannot be adequately addressed with the CARe database, that represent a misuse of the CARe data, or that pose potential harm to the study participants will not be approved for access.  The review will evaluate the training and experience of the applicant only to assess whether the applicant is capable of carrying out the proposed research.  In addition, the review will evaluate the protections for confidentiality within the proposed research setting and institution.   
