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Regulatory Basis:  

FDA Quality Systems Regulations 

 

Reference: FDA CFR - Code of Federal Regulations Title 21 

 

 

General Discussion 
This document offers a risk assessment approach to document a critical instrument calibration interval 

change request. 

  

Non-Critical Instruments  
Calibration frequencies for non-critical instruments, if any, can be adjusted by the maintenance team as 

appropriate based on instrument history and other factors. This practice has no impact to non-critical 

instrument interval change opportunities.  

 

Critical Instruments  
Calibration frequencies for critical instruments may be adjusted as necessary based on calibration data 

or other information that may support a change. Before extending calibration intervals, review the 

calibration history of the instrument based on the table below. Consider the results of the calibrations 

[e.g., Return to Service (RTS) limit exceeded, etc.] in the listed time window when modifying 

frequency.  

 

Interval Change     Consecutive # of Most Recently  

      Completed Calibrations (w/o adjustment)  
 

From Weekly to Monthly      12 

From Monthly to Quarterly      12 

From Quarterly to Semi-Annually     18 

From Semi-Annually to Annually     4 

 

The interval change table above, which should be based on instrument history, is the primary 

method of determining opportunities for calibration interval changes.  
 

Consideration should be given to the level of risk before making changes in calibration interval. For 

instruments that are considered to be minimal risk, an informal concise assessment is appropriate.  

 

Where service requirements or other information indicates substantial risk associated with failure of a 

critical instrument, a more formal risk analysis can be used to confirm the calibration interval change.  

 

The calibration risk evaluation should consider how a deviation reporting involving the  

instrument might affect release of the product lots in question. The extent to which the instrument 

would impact the product is a good indicator of risk. A more conservative extension of the calibration 

interval can then be made, if appropriate.  

 

Recommendations & Rationale for Recommendations  
Risk Assessment Tool -Failure Mode and Effects Analysis (FMEA) is the tool of choice that is 

recommended for calibration interval change analysis. Its use enables identification of potential failure 

modes and assignment of numerical ranking using probability, severity and detectability of the risk 
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condition upon the system, process, or even the product to which it is associated or used. 

Immediate detection is determined by whether the system or process utilizing the instrument is 

automated, or manual, and whether there are other instruments or tell-tale parameters that occur 

as a direct result of incorrect instrumentation. Refer to Table III below. Systems or processes 

that are equipped with automation features or components that make it easier to detect OOT 

conditions should have a reduced risk in detectability ranking. Systems that have additional 

instruments or detectable parameters that are frequently observed/compared will enable timely 

identification of OOT conditions, thus resulting in lower risk.  

 

 

Table III:  Detectability of Instrument Failure 

 

 
 

 
 

• Risk Acceptance:  
Once the probability, severity, and detectability of instrument failure are individually assessed 

and agreement is reached on the risk associated with each instrument, a site should then define 

the level of risk it is willing to accept. The FMEA ranking criteria can be used to assign 

numerical ratings and complete the overall risk evaluation. See Table IV.  
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