
  The Part 11 Advisor TM  
The Part 11 Advisor is the answer to all your 21 CFR Part 11, Electronic Record and Electronic 

Signature problems.  This program will help you assess your systems with a gap analysis tool, build 
a Corrective Action Plan and track your progress towards compliance. 

Step I.  Setup and Training 
• Build or import your list of systems to evaluate for 

compliance with Part 11 
• Assign priorities and responsibilities 
• Train the system owners – much of the evaluation 

is completed during the training session itself! 

 
 

Step II.  Evaluations and Review 
• Collect and review data  
• Choose from a list of solutions that 

industry is using today or enter your own 
• Build your Corrective Action Plans (CAP) 

for each system 
• Estimate dates, costs and time required for 

each part of the CAP 
• Begin implementing short-term actions 

immediately while you review and approve 
your long-term plans for compliance 

 

 
 
 

Step III.  Long Term Tracking of your 
Corrective Action Plan 
• Track the completion of your short 

and long-term corrective actions 
• Build corporate policies for how 

electronic records and signatures will 
be controlled 

• Expect short-term gains of 10-25% 
simply by educating your workforce 
about Part 11 requirements 

 

 

 
 
 
 

Additional Features 
• Packed with Project Management tools 
• Program is automatically customized for each user 
• Interpretations and instructions are included for 

each section of Part 11, or you can customize the 
program with your own interpretations 

Benefits 
• Be ready for any audit in weeks, not months! 
• Build a well-trained workforce for 

evaluating new systems  
• Includes over 15 pre-formatted reports for 

scheduling and status updates 

We also provide help with evaluations and 
training on Part 11.  For more information, call 

(919) 844-2494 or visit us online. 

Contact: Ofni Systems Inc. 
www.OfniSystems.com 
Info@OfniSystems.com 
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