








January 16, 2007
NHLBI Candidate gene Association Resource (CARe) Project

Research Staff Data Access Agreement

PRELIMINARY STATEMENT

The NHLBI has supported the collection of data from eight studies that constitute the CARe Project.  The CARe Project constitutes a unique scientific resource, consisting of extensive phenotypic information and genotypes for a large multi-ethnic collection of participants.  Access to the CARe Database by Approved Investigators requires that these investigators and their institutional officials sign a Data Distribution Agreement (DDA).  Research Staff of Approved Investigators may also be granted access to the CARe Database.  This requires that both the Research Staff and the Approved Investigator assure, by signing this Research Staff Data Access Agreement that they will comply with the terms of the DDA.  
Failure to comply with the provisions of the DDA could result in denial of further access to CARe Data and violation of its confidentiality provisions could lead to legal action on the part of CARe participants, their families, or the U. S. Government.
THE AGREED TERMS AND CONDITIONS, taken directly from the DDA, are shown below:

1. Research Project.

1.1. DATA will be used by PI solely in connection with the research project ("RESEARCH PROJECT"), specifically described in an attachment designated “Data Access Review Committee (DAC) Application.”

Note: Investigators using DATA are prohibited from publishing individual data or pedigree structures, or investigating issues including but not limited to non-paternity.


1.2. This DDA covers only the above-described RESEARCH PROJECT.  RECIPIENT will submit a completed DDA for each research project for which DATA are requested.
1.3. The DATA delivered to the RECIPIENT may only be analyzed to address the hypotheses described in the RESEARCH PROJECT, as approved by the DAC; for example, non-directed data mining of the DATA is not permitted. 
2. Non-transferability.  This DDA is not transferable.  RECIPIENT agrees that substantive changes made to the RESEARCH PROJECT, and/or appointment by RECIPIENT of another PI to complete the RESEARCH PROJECT, require execution of a new DDA in which the new PI and/or new Research Project are designated.


3. Publication.  Prompt publication or public disclosure of the results of research using CARe data is encouraged.  However, the CARe database is the product of substantial efforts by CARe and other contributing investigators.  Therefore:


3.1. RECIPIENT agrees to adhere to the following policy, taken from the CARe Data Access and Distribution Policy:  All CARe Investigators, non-CARe investigators who have provided ancillary genotype and phenotype study data, and designees assigned by the CARe Steering Committee who have applied for and received access to the data may publish results at any time.  Investigators who are neither CARe Investigators, non-CARe investigators who have provided ancillary study data, nor designees assigned by the CARe Steering Committee to conduct analyses and who are Approved Users with access to the CARe database will agree not to submit (or show to editors for pre-review) publications, including abstracts, until twelve months have elapsed from the date set for the first release of the CARe Database (the initiation date).  


3.2. Publications by investigators as described in the last sentence of section 3.1 will  SEQ CHAPTER \h \r 1include the following disclaimer: “The CARe data represent the combined efforts of multiple NHLBI-sponsored population studies, including the Atherosclerosis Risk in Communities (ARIC) study, the Cardiovascular Health Study (CHS), the Cooperative Study of Sickle Cell Disease (CSSCD), the Coronary Artery Risk Development in Young Adults (CARDIA) study, the Framingham Heart Study (FHS), the Jackson Heart Study (JHS), the Multi-Ethnic Study of Atherosclerosis (MESA), and the Sleep Heart Health Study (SHHS). This manuscript was prepared using public access data provided by the CARe Project, and does not necessarily reflect the opinions of CARe, the participating population studies, or the NHLBI.”  


3.3. When any manuscript that uses CARe data is accepted for publication the first author will e-mail a “Word” or pdf file of the manuscript to the CARe Coordinating Center with a message identifying the journal in which it will be published.  All accepted manuscripts will be forwarded to each CARe Cohort.  

4. Non-Identification.  RECIPIENT agrees not to use DATA, either alone or in conjunction with any other information, in any effort to establish the identities of any CARe participants.


5. Use Limited to Research Project.  RECIPIENT agrees that DATA will not be used in any research that is not disclosed and approved as part of the RESEARCH PROJECT.


6. No Distribution.  RECIPIENT agrees to retain control over DATA, and further agrees not to transfer DATA, with or without charge, to any other entity or any individual other than the research staff of RECIPIENT’s PI, who also agree to the provisions of the DDA, subject to applicable law.
7. Data Security.  RECIPIENT agrees to comply with all CARe data security requirements, as stipulated below: 

· CARe data will be maintained on a secure server and will be password-protected.  This server, and any back-up server on which the data are stored, will implement data security measures that will include the following:

-  Strong passwords that expire periodically;
- Industry standard authentication and authorization support (i.e., strict identification of who can use the system, verification that the person is who he says he is, and limitation of access to only those data and system features to which the person has specifically been granted access);
- Access must be via a secure VPN administered by the institution, or for non-VPN external access, the institute must use secure network protocols for the transfer of data, such as employing digital signatures for the keyspace requirements for the secure HTTP protocol. 

NB: Details of security protocols for the CARe system hosted at the Broad Institute are documented in the NIH Application/System Security Plan for NIH-HC-06-03: Large-scale Genotyping of NHLBI Cohorts (available from the CARe Project Manager). Please refer to these guidelines for additional information required by NIH.

· Data will not, under any circumstances, be downloaded to laptop or notebook computers or be backed up using portable media.

· Passwords will only be issued to persons who have signed a CARe Data Distribution Agreement or Research Staff Data Access Agreement.  These persons will be listed as key personnel for the project and their signed agreements for data access will be forwarded to the CARe Coordinating Center.

8. Deletion of Data.  At the end of the period of authorized use, Approved Users agree to delete all copies of the dataset (or any subset thereof) from all directories in which it has been stored, and to provide written confirmation to the CARe Coordinating Center that this action has been completed.
9. Intellectual Property.  By requesting access to the CARe database, RECIPIENT and RECIPIENT’s PI acknowledge the intent of the NHLBI to see that all recipients follow the CARe Intellectual Property (IP) Policy, as summarized below:


9.1. Achieving maximum public benefit is the ultimate goal of the NHLBI.  The NHLBI believes that CARe data should be considered as pre-competitive, and urges users to avoid making IP claims on the data.  However, the NHLBI also recognizes the importance of the later development of IP on downstream discoveries, especially in therapeutics, which will be necessary to support full investment in products that the public needs.

9.2. In this spirit, it is expected that CARe data and conclusions derived therefrom will remain freely available, without requirement for licensing, for applications such as, but not necessarily limited to, the following: the use of markers in developing assays and diagnostic tools employing a variety of single or multiple technical platforms; the use of combinations of markers in multiplex assays; and, the use of markers as guides toward identification of new drug targets.

9.3. The NHLBI encourages consistency with the recommendations cited in NIH’s Best Practices for the Licensing of Genomic Inventions and in the NIH Research Tools Policy.


10. Non-Data.  Notwithstanding the definition of “DATA” or the agreed provisions of this DDA, RECIPIENT’s obligations under this DDA shall not extend to any information that:


10.1. can be demonstrated to have been publicly known at the time of disclosure; or

10.2. can be demonstrated to have been in the possession of or that can be demonstrated to have been readily available to RECIPIENT from another source prior to the disclosure; or

10.3. becomes part of the public domain or publicly known by publication or otherwise, not due to any unauthorized act by RECIPIENT; or

10.4. can be demonstrated as independently developed or acquired by RECIPIENT without reference to or reliance upon DATA provided under this DDA; or

10.5. is required to be disclosed by law, provided the RECIPIENT takes responsible and lawful actions to avoid and/or minimize such disclosure.


11. Non-Endorsement, Indemnification.  RECIPIENT agrees not to claim, infer, or imply endorsement by the U.S. Government of the RESEARCH PROJECT, the entity, or personnel conducting the RESEARCH PROJECT.  To the extent permitted by law, RECIPIENT agrees to hold the U.S. Government, CARe Investigators, and all other investigator(s) who generated DATA and the agents and employees of each of them harmless and to defend and indemnify all such parties for all liabilities, demands, damages, expenses, and losses arising out of RECIPIENT's use for any purpose of DATA.


12. RECIPIENT's Compliance with IRB Requirements.  RECIPIENT acknowledges that the conditions for use of these DATA are not exempt from review and if RECIPIENT is subject to U.S. law have been approved by the RECIPIENT's Institutional Review Board (IRB) operating under an Office of Human Research Protections (OHRP)-approved Assurance and in accordance with Department of Health and Human Services regulations at 45 CFR Part 46 or if RECIPIENT is not subject to U.S. law have been approved by the responsible authority for the country in which RECIPIENT is located. RECIPIENT agrees to comply fully with all such conditions. RECIPIENT agrees to report promptly to the NHLBI any proposed change in the RESEARCH PROJECT and any unanticipated problems involving risks to subjects or others.  This DDA is made in addition to, and does not supercede, any of RECIPIENT's institutional policies or any local, State, and/or Federal laws and regulations that provide additional protections for human subjects.


13. Amendments.  Amendments to this DDA must be made in writing and signed by authorized representatives of all parties.


14. Termination.  The NHLBI may terminate this DDA if RECIPIENT is in default of any provisions of this DDA and such default has not been remedied within 30 days after the date of written notice by NHLBI’s Authorized Representative of such default.


15. Disqualification, Enforcement.  Failure to comply with any of the provisions of this DDA may result in disqualification of RECIPIENT from receiving additional CARe Data.  In addition, the U.S. Government shall have the right to institute and prosecute any proceeding at law or in equity against RECIPIENT for violating or threatening to violate the confidentiality requirements of this DDA, the limitations on the use of DATA, or both.  Proceedings may be initiated against the violating party, legal representatives, and assigns, for a restraining injunction, compensatory and punitive damages, mandamus, and/or any other proceeding in law or equity, including obtaining the proceeds from any intellectual property or other rights that are derived in whole or in part from the breach of the confidentiality requirements or use limitations of this agreement.  In addition, RECIPIENT acknowledges and agrees that a breach or threatened breach of the confidentiality requirements or use limitations of this DDA may subject RECIPIENT to legal action on the part of CARe participants, their families, or both.


16. Accurate Representations. RECIPIENT expressly certifies that the contents of any statements made or reflected in this document are truthful and accurate.


Duplication of Research.  RECIPIENT acknowledges that other researchers have access to CARe data so that duplication of research is possible.

I have read the terms of the DDA, shown above, and have also read the DAC Application for the Research Project to which this DDA refers.  I agree to comply with all terms of the DDA for this Research Project.

_________________________________


________________

Signature of Research Staff member



Date

_________________________________

Printed name of Research Staff member

I accept responsibility for ensuring that my associate, named above, complies with all terms of the DDA for this Research Project.
_________________________________


________________

Signature of Approved Investigator



Date
_________________________________

Printed name of Approved Investigator
