Data Use Agreement


This Data Use Agreement (“Agreement”) is made and entered into as of this ________________ day of ____________, 20__ (the “Effective Date”) by and between and [NAME OF DATA DONOR SITE] (“Data Donor”)  and The University of Texas Health Science Center at Houston (“Data Recipient”).

The Montalcino Aortic Consortium (MAC) with administrative centers located in Houston at the University of Texas Health Science Center and Paris will provide the infrastructure to assemble large cohorts of patients with heritable thoracic aortic disease (H-TAD) and collect, store and share patient data to better define the natural and clinical history and phenotypic features associated with mutations of H-TAD genes as well as examine genetic and environmental modifiers of H-TAD. Recruitment of large numbers of patients from multiple sites world-wide will improve the precision of data used to predict disease risks. The consortium will also identify novel genes for H-TAD through sharing of clinical and DNA sequencing data from patients and recruitment of H-TAD patients without a known causative gene. The data from MAC will provide the critical clinical information for precise management of aortic and other cardiovascular complications, with the goal of improving the outcome of patients with genetically triggered, lethal vascular diseases. Contributing investigators (or Data Donors) will provide individual data or collection of individual data (“Data Set”) that will be stored in a secure database, such as REDCap. The Data Recipient will facilitate access to limited data sets to research investigators who have obtained approval from the MAC Executive Committee and who, along with their institutions, have certified their agreement to the terms of use and access to Data Sets.
1. SCOPE AND PURPOSE

A. This Agreement sets forth the terms and conditions pursuant to which UTHealth will be the Data Recipient.

B. Data Recipient will only use or disclose the Data Set for the limited purposes necessary to conduct the research described herein: _to assemble large cohorts of patients with heritable thoracic aortic disease (H-TAD) with causal mutations in the known H-TAD genes and better define the natural and clinical history and phenotypic features associated with mutations of these genes, as well as examine genetic and environmental modifiers of H-TAD. (“Research Project”).   Data Recipient represents that Data Recipient's request that Covered Entity disclose certain PHI to Data Recipient is consistent with the research participant’s informed consent and limited in scope to the minimum information necessary to accomplish Data Recipient’s purpose of the research project. 
2. OBLIGATIONS AND ACTIVITIES OF DATA RECIPIENT

A. Data Recipient agrees to not use or disclose the Data Set for any purpose other than as described in this Agreement or as required by law. All access to data must be approved by the MAC Executive Committee via an application process. All data requesters must complete a Research Proposal Form and Data Use Agreement. 
B. Data Recipient agrees to use appropriate administrative, technical, and physical safeguards (e.g., use of locked storage facilities, and passwords with a minimum of six characters, including alpha-numeric characters as well as symbols, etc.) to prevent use or disclosure of the Data Set other than as provided for by this Agreement.

C. Data Recipient agrees to report in writing to the Data Donor designated Privacy Official any use or disclosure of any portion of the Data Set not provided for by this Agreement of which it becomes aware, including without limitation, any disclosure to an unauthorized subcontractor or any other individual or entity not named in Section 1 above, within three (3) days of its discovery.

D. Data Recipient agrees that it shall obtain and maintain, for the term of this Agreement, a written agreement with each contractor or with any agent, including a subcontractor, to whom it provides any portion of the Data Set holding them to the same restrictions and conditions that apply through this Agreement to the Data Recipient with respect to such information.  Further, upon request, Data Recipient will provide copies of such agreements to Data Donor.

E. Data Recipient agrees not to identify the information contained in the Data Set or contact any individual whose PHI is contained in the Data Set without the research participant’s written informed consent.

F. Data Recipient agrees to notify the Data Donor(s) via the MAC website of Principal Investigators who have been approved by the MAC Executive Committee to access the data. The Data Donor has up to two weeks to inform the Data Recipient if they do not approve of all or part of the data set to be used for the research project. Data Recipient agrees to notify the Data Donors of any subpoena for any portion of the Data Set or any information related to this Agreement.  

3. TERM AND TERMINATION
A. The provisions of this Agreement shall be effective as of the Effective Date and shall terminate when all of the Data Set provided by Data Donor to Data Recipient is destroyed or returned to Data Donor, or, if it is infeasible to return or destroy the Data Set, protections are extended to such information, in accordance with the termination provisions in this Section.  

B. Upon Data Donor’s knowledge of a material breach by Data Recipient, Data Donor shall take any or all of the following actions: 

i. Provide Data Recipient with written notice of the breach and an opportunity to cure the breach within thirty (30) days of receipt of such notice. If Data Recipient fails to cure the breach within the notice period, Data Donor may immediately terminate this Agreement; or 

ii. Immediately terminate this Agreement (without opportunity to cure) if Data Donor determines, in its sole discretion, that Data Recipient has breached a material term of this Agreement; OR 

iii. Data Donor shall report the violation to the Secretary of the Department of Health and Human Services. 

3. MISCELLANEOUS
A. The respective rights and obligations of Data Recipient under Section 2 of this Agreement shall survive termination of this Agreement. 

B. There are no intended third party beneficiaries to this Agreement.  Without in any way limiting the foregoing, it is the parties’ specific intent that nothing contained in this Agreement gives rise to any right or cause of action, contractual or otherwise, in or on behalf of the individuals whose data is used or disclosed pursuant to this Agreement.   

C. No provision of this Agreement may be waived except by an agreement in writing signed by the waiving party.  A waiver of any term or provision shall not be construed as a waiver of any other term or provision.    

D. The persons signing below have the right and authority to execute this Agreement and no further approvals are necessary to create a binding agreement. 

E. In the event of any conflict between the terms and conditions stated within this Agreement and those contained within any other agreement or understanding between the parties, written, oral or implied, the terms of this Agreement shall govern.  Without limiting the foregoing, no provision of any other agreement or understanding between the parties limiting the liability of Data Recipient to UTHealth shall apply to the breach of any covenant in this Agreement by Data Recipient.   

F. This Agreement shall be construed in accordance with and governed by the laws of the State of Texas. 

IN WITNESS WHEREOF, the parties have executed this Agreement effective upon the Effective Date set forth above. 

APPROVED BY:

UTHealth





Data Donor







_______________________________
Print Name: ______________________

             Print Name: _____________________

Title:   ___________________________

Title:  __________________________
 Date:  ___________________________

Date:  __________________________
RECOMMENDED BY:

Principal Investigator:




Principal Investigator:








________________________________

Print Name:  





Print Name: ______________________
Title:  






Title:  






Date:  ___________________________


Date:  ___________________________



