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10.  For Calibrations Affected by Environmental Conditions, the conditions should be  

suitable for both the instrument and the standard being used for the calibration, prior  

to performing the calibration. 

 

11.  Changes in the Calibration Frequency or Instrument Tolerances should be approved  

by the Site Quality Team and should be based on, and not limited to:  

 In-use reliability,  

 Experience, and  

 Calibration history.  

 Rationale for changes should be documented.  

 

12.  Instruments and Standards should be calibrated, stored, and used in an environment  

controlled to the extent necessary to ensure continued measurements of the required  

accuracy. Calibration should be performed in a location other than where the  

instrument is used only if the instrument is unaffected by relocation or the locations  

have been shown to be equivalent. Consideration should be given to, and not limited  

to, the following environmental conditions that can potentially affect the instrument:  

 Temperature,  

 Humidity,  

 Vibration,  

 Cleanliness,  

 Electromagnetic Forces (EMF), and  

 Radio frequencies.  

 

13.  Calibration Standards, when not in use, should be stored in a controlled manner that  

prevents unauthorized adjustments, and meets the storage requirements for the  

standard.  

 

14.  A System should be established for notification of the Site Quality Team and the  

responsible System Owner when an instrument is found to be out-of-tolerance.  

 

15.  An Investigation should be conducted to determine the potential impact of an out-of- 

tolerance condition on the product. The investigation should be documented by the  

System Owner and approved by the Site Quality Team.  

 

16. Transfer Standards should be certified against primary standards either at the Site or  

by an approved calibration service contractor.  

 

17.  The Accuracy of the Calibration Standard should be, at least, equal to the accuracy of  

the instrument being calibrated.  

 

18. A Calibration Certificate and the Supporting Raw Data should be obtained from the  

calibration service contractor for each certification of a primary or secondary standard. The 

System Owner should review the certification for completeness and accuracy and document 

the results of the review.  

 

For In-House standards, a calibration certificate should be prepared based on supporting raw 

data. The certificate should include, and should not be limited to:  

 Description of the standard;  

 Date the standard was established;  

 Signature of person preparing the standard;  

 Date standard must be recertified or replaced;  


