
	  

	  

 
PI Requirements for Retaining Research Records from  

IRB Approved Studies 
 

Federal regulations require that the principal investigator (PI) retain research data not only while 
the research is being conducted, but also after it is completed.  The amount of time after 
completion of the research that records must be kept depends on specifics such as funding source 
and the type of study or data.  
 
HHS/OHRP Requirements (NIH funded research): 45 CFR 46 requires research records to be 
retained for at least 3 years after the completion of the research. Documentation of the 
informed consent of the subjects and the written research summary are records related to 
conducted research that are typically held for at least three years after completion of the research, 
unless the IRB waived the requirement for informed consent or the documentation of informed 
consent.  Records may be preserved in hardcopy, electronic or other media form and must be 
accessible for inspection by authorized representatives of HHS.  If an investigator leaves the 
institution, a successor responsible for maintaining those records, either at the original institution 
or wherever the records are relocated, for the required amount of time should be identified. 
 
HIPAA Requirements: Any research that involved collecting identifiable protected health 
information (PHI) is subject to HIPAA requirements. As a result records must be retained for a 
minimum of 6 years after each subject signed an authorization. 
 
FDA Requirements: Any research that involved drugs, devices, or biologics being tested in 
humans must have records retained for 2 years following the date that 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 FDA is notified. Please note – this length of time can be much 
greater than 2 years and the PI should receive written confirmation from the sponsor and/or 
FDA granting permission to destroy records.  
 
VA Requirements: At present, records for research that involves the VA must be retained 
indefinitely. This could be subject to change if federal regulators establish a national policy 
setting a shorter period for retention.  
 
Sponsor Requirements – Contract: If your study is sponsored you must insure that you comply 
with the terms for record retention detailed in the contract with the sponsor. A sponsor may 
require you to retain research related documents for 20 years. 
 
Questions of data validity:  If there are questions or allegations about the validity of the data or 
appropriate conduct of the research, you must retain all of the original research data until such 
questions or allegations have been completely resolved. 
 
In Summary: 
 

• Research Records must be maintained a minimum of three years after the research is 
completed and the study is closed with the IRB. 

• Records may need to be kept longer if other requirements apply. 
• Researchers must comply with the longest applicable standards as described above. 


