









May 2, 2007
Candidate-gene Association Resource (CARE) Project
Database Application
NHLBI CARE Project Number _____________________

Submission Date _________________________________

All proposals must be submitted by email to the CARE DAC COORDINATOR at care-dac@nhlbi.nih.gov
All sections of this application must be completed.  Incomplete applications will be returned.

Sections I-IV should be no more than 3 pages in length.

I. INVESTIGATOR INFORMATION:

Title of Proposed Project:

Name of Principal Investigator:

Email Address:

Telephone Number:

Fax Number:

Mailing Address:

Institution/Company of Principal Investigator:

Name of the Project Director (if different from the PI):

Email Address:

Telephone Number:

Fax Number:

Mailing Address:

Institution/Company of Project Director:
Name of Lead Analyst / Statistician:

Email Address:

Telephone Number:

Fax Number:

Mailing Address:

Name(s) of all other Professional Participants:

Institution/Company of each other participant:

Name of CARE Investigators (if any) (insert link for complete list of CARE investigators):
II. SCIENTIFIC RATIONALE (~250 WORDS)

A.  Please provide an abstract describing the rationale and design of the proposed research project.  The abstract must include major hypotheses, an outline of the research methods and analytical approach, and phenotypes to be studied.  It should state clearly the objectives of the proposed project and provide the background rationale that would justify them. It should also address why the CARE database is appropriate for answering the research question.  (Abstracts for approved projects will be posted, with the name of the Principal Investigator, on the NHLBI/NCBI CARE website.)
III. PRIOR EXPERIENCE OF THE PI AND ASSOCIATES (~250 WORDS)

Please describe the experience and expertise of your team to complete the research project.  
IV. DATA REQUESTED FOR THE PROPOSED ANALYSES (Provide rationale for any requested data whose relevance to these analyses is not obvious): 

V. ORGANIZATION APPLYING FOR DATA ACCESS:

Name of Applicant Organization:  

Address of Applicant Organization:  

Name and Title of Applicant Organization’s Authorized Institutional Business Official:

Name of Each Institution/Company whose investigators will receive access to the requested data:

I _________________________, PI for the proposed project, request the following data: 

a. [ ] Yes  [ ] No:  Genotype Data

b. [ ] Yes  [ ] No:  Phenotype Data

Please answer the following questions: 
a.  [  ] Yes [  ] No:
This research using the CARE database may be used for development of a commercial product or for commercial purposes. 
b.  [  ] Yes [  ] No:
Data accessed through this application will be used by or shared with individuals from a for-profit company.
NOTE: Some participants in the CARE Study have not provided consent for use of their CARE data for development of a commercial product or to be accessed by a for-profit entity.  For each approved project, a dataset will be generated by a computer algorithm that incorporates the consent options of each of the CARE Cohorts, such that data access will only be provided as specified by the informed consent document of each study participant.  

VI.   ANNUAL REPORTING OF RESULTS
Continued access to the CARE database after one year will only be permitted if an annual report is submitted to the DAC Coordinator (care-dac@nhlbi.nih.gov) that describes the product of your research using the CARE database, and includes a listing of presentations and publications resulting from that research.  Please complete the following:

[ ] Yes  [ ] No:  I understand that use of the CARE dataset includes the timely completion of an annual report.

Complete results of CARE analyses are being web-posted by the National Center for Biotechnology Information (NCBI).  Please complete the following:
[ ] Yes  [ ] No:  I am willing to provide my completed analysis results for such web-posting.

VII. ADDITIONAL DOCUMENTS:

Return by email to the DAC Coordinator: care-dac@nhlbi.nih.gov
 (Signed or other non-electronic documents can be faxed.)
Please include:

(1)   Application Form
(2)   Biographical Sketch (NIH format) for each investigator

(3)   Supporting documentation, including current human studies training certification for all key personnel*
(4)   IRB Approval (Note: Full board or expedited review is required; “exempt” status is not acceptable.)*
(5)   Data Distribution Agreement*
*Can be submitted after DAC Committee approval

Applications can be submitted at any time. Applicants will be notified of the DAC Committee decision within four weeks.

Upon approval, the Principal Investigator will be required to submit a signed Data Distribution Agreement to the CARE DAC Coordinator.  The CARE Data Distribution Agreement can be obtained from Website to be added.  The Principal Investigator will be responsible for obtaining signatures on behalf of the Recipient Entities and returning the signed Data Distribution Agreement to the CARE DAC Coordinator before access can be provided to the CARE database.
VII. ADDITIONAL INFORMATION (Required only for “CARE Investigators”)
Name and CARE Cohort Affiliation(s) of Principal Author:
Names and CARE Cohort Affiliations of all other authors:
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