Dear           :

NHLBI’s Candidate-gene Association REsource (CARE) Study will support quite extensive genotyping in up to 50,000 participants from eight NHLBI-supported cohort studies (the CARE Cohorts).  This project is expected to produce rapid scientific progress, rich opportunities for investigators, and great benefit to society.  The unprecedented scale of the study, the need to coordinate efforts across cohorts, and novel approaches to data sharing will require active involvement and important policy decisions by the leadership of each cohort.  This letter and attached materials are to request approval of a more limited sub-study that will pilot the organizational procedures and initiate processes of data and materials transfer that will be needed for the overall study.
As stipulated by NHLBI, a key goal of the CARE project will be to prepare a comprehensive genotype and phenotype data set that is broadly accessible to the scientific community.  This will be done in a manner that protects the interests of study participants and promotes the productivity of CARE Cohort investigators.  The IRB of each CARE Cohort will oversee that cohort’s interaction with the CARE Study.  The CARE Study itself is under the oversight of the Committee on the Use of Humans as Experimental Subjects (COUHES) of MIT.

Identifiers will be removed and codes will be assigned to any protected health information (PHI) transmitted to the CARE Data Repository.  The Data Repository will release limited data sets to qualifying investigators whose projects have been approved by their local IRBs and who have completed a Data Distribution Agreement (see attached).  Each such data set will have its own unique, randomly-generated participant identifiers.
The CARE Study is intended to provide great benefit to the participants and investigators of the eight CARE Cohorts.  As detailed in the attached application, we have also tried to minimize the potential for harm to these individuals.  We thank you for your review of this application and look forward to your participation in the CARE project.

Sincerely yours,

