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Title 21 CFR Part 11 of the Code of Federal Regulations  
presents the requirements of the U.S. FDA regarding  
electronic records and electronic signatures and defines  
the criteria under which electronic records and electronic  
signatures are considered to be trustworthy, reliable and 
equivalent to paper records. 

dotLab Software is now available with support for 21 CFR  
Part 11 Compliance

Features Include:

•	Secure Database

•	Audit Trail

•	Signature controls

•	User/Password Controls

Full details in:  “Guide to Using the dotLab System in  
a 21 CFR Part 11 Compliant Environment” found at:   
http://www.axela.com/products/literature.php

 

Architecture: The architec-
ture drawing above shows 
the data flow and database 
structure within the dotLab 
software, along with inputs 
and outputs of the dotLab 
System.

• For users who are working in a FDA Regulated Environment  
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To inquire about purchasing the 21 CFR Part 11 option  
contact Axela at: 
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s a l e s @ a x e l a . c o m


