Texas Birth Defects Registry
Confidentiality and Data Security Agreement
Birth Defects Epidemiology and Surveillance Branch
Background: Maintaining confidentiality and security of Texas Birth Defects Registry (TBDR) data is the highest priority of the Birth Defects Epidemiology and Surveillance Branch (BDESB) and is required by state law and rules (Texas Health and Safety Code, §87.002, §87.061(c)–§87.063, and §192.002(b); Texas Administrative Code, §37.304 and §37.306).  
Instructions: Each member of the research team and/or anyone who will have access to TBDR data must agree to the following provisions and provide a signed copy of this agreement.
Rule §37.306 Access to Information in the Central Registry [excerpt] 
(h) Prior to release of any data, the program manager shall receive from all applicants, including the principal investigators, staff, and consultants who will receive access to any confidential central registry data, a signed written statement guaranteeing that:
(1) the applicant shall not allow any person other than those identified in the protocol, to access, use, or otherwise review the data supplied by the program;
(2) there shall be no deviation from the protocol without explicit advance review and approval by the program panel, the department's institutional review board, and the Commissioner;
(3) information obtained in the course of activities undertaken or supported using the data from the program shall not be used for any purpose other than the exact purpose for which it was supplied;
(4) all data, data tapes and disks, hard copy output, interview questionnaires or other materials provided by the program are considered the property of the department and shall be returned to the department at the completion of the study. Any confidential information which is copied or otherwise transferred, electronically or through other means, shall be destroyed at the completion of the research unless otherwise stated in the research protocol;
(5) the program shall be acknowledged as a source of birth defects or other data in all written reports, data tabulations or publications that are produced by use of these data;
(6) the applicant agrees to notify the program manager immediately upon receiving any request for access to data in the applicant's possession;
(7) the applicant shall notify the program manager on receiving notice of any legal action that might affect disclosure of the data, either by subpoena, discovery, or other means; and
(8) the applicant must agree to reimburse the program for reasonable costs it incurs in protecting patient information from legal disclosure.
In addition to the Texas Administrative Code provisions, you agree to the following: 
You will treat all TBDR data as strictly confidential.
Controls shall be maintained to prevent unauthorized access.
You will not present/publish data in which an individual or institution can be identified.
Items for public dissemination (e.g., manuscripts, posters, abstracts, etc.) will be provided to BDESB for review at least five (5) business days prior to submission.
ANY VIOLATIONS OF THIS AGREEMENT MAY RESULT IN IMMEDIATE TERMINATION OF THE STUDY IN PROGRESS AND/OR DENIAL OF FUTURE ACCESS TO TBDR DATA. 
My signature below indicates that I agree to fully comply with all provisions of this agreement.
Click to enter text.		Click to select date.
Signature		Date
Click to enter text.		Click to enter text.
Printed Name/Study Role		Email
Click to enter text.
Institution/Protocol Title
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