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Life sciences companies have seen increasing regulation regarding record retention and access. The 
FDA regulates 21-CFR-11 for the drug submission process, which includes rules regarding file deletions, 
creation of audit trails, maintaining previous versions of files and proper storing of files. More recently, in 
December 2006, new changes were enacted in the FRCP (Federal Rules of Civil Procedure) that have a 
significant impact on e-discovery requirements for all companies, especially data-intensive companies in 
the life sciences.  
 
The amended FRCP expands the definition of electronic documents to include all ESI (electronically 
stored information), including Office files, emails, instant messages, databases, blogs, etc.  When this 
expanded definition is combined with the fact that data can be located across multiple servers and 
networks, and in a variety of systems such as email, accounting, technical documentation, and business 
intelligence, companies face new challenges to comply with e-discovery regulations. 
 
Why compliance is important: 
 
While an organization does not need to provide discovery of ESI if the information is not “reasonably 
accessible because of undue burden or cost,” the organization has the burden to show that the 
information is not readily accessible. Even if this is met, the court “may nonetheless order discovery from 
such sources if the requesting party shows good cause.” Furthermore, if the information was originally 
maintained in an easily searchable format, the party may not provide a non-searchable version, such as a 
TIFF image of the original document.  
 
Non-compliance with FRCP rules can lead to monetary fines and/or lost lawsuits. Fines can be 
substational, even in cases where no malicious intent can be proven. In one of the most well known 
cases involving e-discovery, a jury awarded damages of over $1.4 billion against Morgan Stanley, after 
they found that Morgan Stanley had failed to maintain proper electronic records and to produce 
documents in a timely manner.  
 
Enterprise Search and E-Discovery 
 
An Enterprise Search system is an integral part of a successful e-discovery strategy. Enterprise Search 
supports hundreds of file types, structured and unstructed data, contextual search, multiple query 
methods, advanced results navigation and entity extraction. Enterprise Search supports search through 
databases, email systems, file servers, and more.  
 
E-discovery goes beyond simple storage or archiving solutions. ESI must be searchable and retrievable. 
Enterprise Search provides the most efficient and thorough foundation for your e-discovery strategy.  
Companies that succeed in designing and implementing sound e-discovery policies will have lower e-
discovery costs and be able to avoid future problems that can lead to fines, lost business, and damage to 
reputation. To find out more about e-Discovery and Enterprise search solutions, contact TnR Global – 
413-425-1499 
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