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Regulatory Basis:  

FDA Quality Systems Regulations 

 

Reference: FDA CFR - Code of Federal Regulations Title 21 

 

General Discussion 
Application of Quality Risk Management to performance checks for weighing devices such as  

balances and scales is intended to provide a tool for determining the acceptability of decreasing  

the frequency of verifying the performance of a weighing device from the current frequency (e.g.  

daily) to an alternative schedule.  

 

This guidance document is applicable to weighing devices used in all aspects of operations. The  

phrase “performance verification” is representative of testing conducted using certified, traceable  

weights representing the upper and lower ends of the established working ranges for a specific  

weighing device. Performance verification typically includes determination of accuracy (a  

weighing device’s ability to accurately determine the mass of a weight having a certified mass)  

and linearity (accuracy across the established working range of the device). The term “weighing  

device” refers to any instrument whose purpose is to render a mass determination of material  

placed on its weighing surface or pan. The term “weighing device” will be used universally  

throughout this document to refer to weighing instruments regardless of the mechanism or  

technology employed, i.e. analytical balances, top loading balances, comparators, floor scales,  

etc.  

 

This document provides guidance in assessing the risks associated with increasing the interval 

between executions of performance verification testing on a weighing device. Consideration will be 

given to the following factors:  

 

•  Regulatory requirements and cGMP’s  

•  Application of the weighing device (how used)  

•  Performance Verification History (accuracy and linearity of the specific weighing 

device)  

•  Maintenance/Calibration History of the specific weighing device  

•  Environmental Conditions to which the weighing device is exposed, and  

•  Business Considerations  

 

The quality risk management approach as applied to the evaluation of reduction of performance  

verification frequency illustrated in this guidance not only identifies the different risk factors to  

consider when performing the evaluation but also demonstrates a simple tool (depicted in tabular  

format) for determining how to group potential risks into low, medium, and high categories. For  

the purpose of this evaluation, two risk factors, probability and severity, will be examined for each 

perceived risk associated with the defined risk scenario. From this evaluation of individual  

perceived risks the cumulative risk profile associated with a potential change in frequency will  

be devised. Through application of a simple tool coupled with requisite background knowledge  

it is expected that this assessment will serve as a model to GMP sites to standardize the  

evaluation of changes to the frequency of weighing device performance verification testing.  

 

Risk Question  

In this case the proposed change drives the creation of the risk question. Our risk question  

becomes, “what are the potential risks associated with changing the frequency of weighing  

device performance verification testing from the current schedule (e.g. daily) to an alternate,  

longer period”.  
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