Destruction of Study Records

Requirements for long-term maintenance of study documents vary according to applicable regulations and sponsor requirements. Once the retention period has been fulfilled and any sponsoring agency has provided written permission to destroy records, remember to consider methods that protect human subject’s confidential information. Paper records should be shredded or placed in a locked confidential recycling bin and film or tapes may be shredded or magnetized. For electronic or computer equipment, refer to the following policies for proper data destruction: 
Guidelines for Managing and Retention of Records: 
https://www.research.uky.edu/uploads/ori-c40200-study-closure-sop-pdf
https://www.research.uky.edu/office-research-integrity/university-kentucky-data-retention-ownership-policy
Below is a list of timelines for destruction. These are not policy, but simple recommendations. Make sure to always check current regulations prior to destruction. Please note that for sponsored studies, you cannot destroy anything without written documentation from the sponsor. Investigator-initiated studies check with the IRB before destruction.  
Investigator Initiated

PHI collected during the study including pre-screening information on potential subjects will be destroyed pursuant to regulations regarding the availability of study records for audit. PHI collected during the study on subjects will be destroyed within six years after completion of the study or two years after the publication of the data whichever is greater.

Sponsored 

PHI collected during the study including pre-screening information on potential subjects will be destroyed pursuant to FDA regulations regarding the availability of study records for audit. The FDA requires that an Investigator retain records for a period of two years following the date of a new drug application (NDA) or product license application (PLA) is approved for the indication for which the drug is being investigated. If the application or license is not approved for such indication, the investigator must retain records until two years after the investigation is discontinued.

An investigator shall retain records required to be maintained under 21 CFR 312.62 for a period of 2 years following the data a marketing application is approved for the drug for the indication for which it is being investigated; or, if no application is to be filed or if the application is not approved for such indication, until 2 years after the investigation is discontinued and the FDA is notified. 
The overall recommendation is that all data should be maintained for at least 10 years after the study has been completed. 
