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Retention of Records for the New IDEAS Study 
 
 
FOR ACR STUDIES INCLUDING NEW IDEAS:  
 
FDA and ACR regulations require that all records related to human subject 
research be retained by the institution and Investigator for at least 2 years after 
the completion of the research. Records should be kept in either printed or 
electronic form and be readily accessible for inspection at reasonable times 
[21.CFR.312.62(c)]. ACR requires that each institution and investigator 
associated with the New IDEAS retain all records to meet the DHHS 
requirements. 
 
All sites participating in New IDEAS are required to use Advarra Inc. as the IRB 
of record. Advarra will maintain all records of studies on their CIRB site for 3 
years after the closure of a study as lined out by their Handbook and per 45 CFR 
46.115(b) DHHS guidance. 
 

https://www.fda.gov/drugs/investigational-new-drug-ind-application/federal-regulations-clinical-investigators
https://www.advarra.com/about-advarra/news/updated-irb-handbook-now-available/
https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&n=pt45.1.46&r=PART&ty=HTML#se45.1.46_1115
https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&n=pt45.1.46&r=PART&ty=HTML#se45.1.46_1115

