
 

 

 

Auditing and Security – 21 CFR 11b 
 

  Auditing Features 
 

 Audit any Sage MAS 500 
ERP tables or 3rd party 
tables for tables updates, 
inserts and deletes 
 

 Include extended data for a 
table, such as “ItemID” and 
“Description” in tables that 
store only the “ItemKey” 

 
 Audit changes done through 

the Sage MAS 500 ERP 
interface as well as any 
other program such as 
Access or Query Analyzer 

 
 Recover deleted or revised 

records from audit history 
 

Security Features 
 

 Idle timeout enforced from 
the server, in the event that 
users walk away from their 
desktop. 
 

 Track document revision 
notes 
 

 Track authorship functions 
such as Authorship, 
Revision and Approval 
 

 Enforce password expiration  
 

 
 

 

Auditing and Security are currently hot topics in Information 
Technology. O2 facilitates compliance with government auditing 
and security regulations, including the Sarbanes-Oxley and the 
FDA 21CFR part 11b. There are many systems that can process 
your data, O2 goes one step further by helping you validate and 
audit your data. 
 

 
 
21 CFR 11b is the FDA’s regulation regarding the security and 
audit-ability or electronic records. O2 provides the tools 
necessary for compliance. 
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