Synthetic Derivative Template Language
Insert into section 1. of the “Request for Non-Human/Non-Research Determination” form, IRB Form #1122. 

 This study will exclusively utilize information extracted from medical records in the Vanderbilt University Medical Center “Synthetic Derivative” database (SD).  The SD is a de-identified copy of the main hospital medical record databases created for research purposes.  The de-identification of SD records was achieved primarily through the application of a commercial electronic program, which was applied and assessed for acceptable effectiveness in scrubbing identifiers.  For instance, if the name “John Smith” appeared in the original medical record, its corresponding record in the SD does not contain “John Smith”. Instead, it is permanently replaced with a tag [NAMEAAA, BBB] to maintain the semantic integrity of the text. Similarly, dates, such as “January 1, 2004” have been replaced with a randomly generated date, such as “February 3, 2003.”  

The SD database (which contains over 2.8 million electronic records, with no defined exclusions) will be accessed through database queries and search queries are performed according to the project description defined here.  Searches are logged and will be audited.  De-identified datasets are exported directly from the system into a statistical/analysis program.  As no HIPAA identifiers are available in the SD database, and the proposed project does not plan to re-identify these records using the identified VUMC database, this study meets criteria for non-human subjects research.  Nonetheless, to ensure confidentiality and appropriate use of the SD, all relevant key personnel for this study will enter into a data use agreement, which prohibits any use of the data not described in this application, including the re-identification of the SD records.

