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This communication does not constitute a written advisory opinion under Title 21 CFR 10.85, but rather is an informal
communication under Title 21 CFR 10.85(k), which represents the best judgment of the employee providing it. This information
does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to
the views expressed.
 
 
From:  
Sent: Thursday, March 16, 2017 11:21 AM
To: CDER DRUG INFO
Subject: Destruction of Archived Clinical Trial Records
 
My company has contacted pharmaceutical sponsors regarding the confidential shredding of archived data for
clinical trials conducted at our site over the past 20 years.    I have sent certified letters -- in some cases multiple
certified letters -- but some sponsors have not responded to our notification that we’re closing the archive
location and shredding documents that have met state, federal, and contractual requirements.
 
In cases, in which sponsors/compounds were bought by another company, I have contacted both the original
sponsor and the company that purchased the original sponsor.  
 
Question:  When a sponsor ignores certified letters (for which we have a return receipt showing their
signature), or when certified letters are returned as undeliverable, or when multiple unsuccessful attempts
have been made to contact the sponsor, may we shred records that have met archival requirements?  
 
Thank you. 
 

 




