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NRC Regulatory Audit
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NRC Regulatory Audit

You submitted a license amendment and 

the NRC decided to come for an audit 

What do you think you need to do? 
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NRC Regulatory Audit

Should the audit process be desperately 
feared? 

Not at all... NRC staff just need you to respond 
to a few questions 

The NRC purpose is to look at evidence that 
shows the design process followed produced a 
system that will perform the safety functions
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NRC Regulatory Audit

Organize the records created 
in accordance with your QA 
program

• The NRC is not evaluating 
your QA program 

• The NRC only wants to see 
evidence that you follow your 
program 
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NRC Regulatory Audit

• Don’t panic, collect your information and 
prepare documentation that clearly describes 
your system design, logic, testing, and 
qualification

• Remember, the NRC only wants to see 
evidence for the process and quality 
requirements of the proposed system 

– NRC staff will review non-docketed info
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NRC Regulatory Audit

NRC staff will prepare an audit plan

What is in this plan?
• goal and objectives for the audit,

• regulatory basis, 

• activities to be performed, 

• Participants and their roles, 

• schedule, and

• information 

to be available during the audit 
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NRC Regulatory Audit

So what happens during the audit? 

At the beginning 
NRC staff will discuss the items identified in the audit plan 

During
• NRC staff will review documents and talk to the 

designers

• Show how the system works, we are engineers after all!

And at the end 
Summarize activities performed and preliminary results
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NRC Regulatory Audit

Will I be audited if my system is not very 
complex? 
I&C audits will typically be performed across the 
board, for all I&C amendments 

Are audits done immediately and can they cause 
my application to be rejected or rescinded?
No, audits are performed after NRC staff has 
reviewed the material docketed, accepted the 
amendment, and determined that additional 
information is necessary
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COTS vs. Home-Built

Where to get the system?

COTS or in-house components?

That is the question…

• COTS are commercial systems or components

• In-house are those that are designed and 
manufactured in the lab
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COTS vs. Home-Built

If COTS are used, then
• The vendor follows its quality program to customize 

them

• The vendor should test it before installed 

• The vendor should validate that it meets the 
requirements

• The vendor should create the documents to record 
requirements, design, fabrication, and testing

And then, the system needs to be accepted, 
verified, and tested by the final user
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COTS vs. Home-Built

If in-house components are used, then
• Use in-house program and processes
• Test during design, development and 

manufacturing
• Validate that it meets the requirements
• Create documents to record requirements, 

design, fabrication, and testing

Need to demonstrate that the system and its 
documentation - clearly describes your system 
design, logic, testing, and qualification
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Verification and Validation

What is Verification and Validation? 

Verification – Are we 

building the product right?

Validation – Are we 

building the right product? 
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Verification and Validation

So why perform V&V when I can do a simple test? 

V&V allows for a more systematic approach to test 
the system 

• Describe development and testing processes

• Develop test procedures that describe the step 
by step activities to be performed 

• Describe acceptance criteria

Provide an objective assessment of the system
and processes used throughout the life cycle 
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Verification and Validation

Why is this relevant to the modification or to 
upgrade of the system? 

I&C systems require additional review 

• Design, development and testing processes

• Function and operation under all conditions

V&V activities provide evidence of a high 
quality development process
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Verification and Validation

Who perform V&V activities? 

Individuals with technical experience but independent 
from the design team 

But why independent?

To catch missed or subtle errors or certain
requirements that were not tested properly
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Verification and Validation

Then, what does the NRC want to review? 

• Design and development processes

• V&V activities performed and their results

But why?

To determine if the system was properly developed 
and tested, and therefore acceptable for the intended 
application 

19



09/21/2017

20

Verification and Validation

What if you don’t have a defined V&V plan or 
approach? What do you do?

• Need to show how the system was designed and 
tested

• Show that someone, at a managerial level, 
reviewed the test plan, procedures, and results and 
approved each of them
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