Table 1

Common Laboratory Compliance terms

	Term
	Definition and example of use
	Example / comments

	Calibration
	Operational check using standard traceable reference materials
	pH Meter, balance or other

	Validation
	Documented collection of activities that that a method/process or software are suitable for their intended use
	Applied to analytical method, manufacturing processes and software only

	Verification
	Confirmation, through the provision of objectives that specified requirements have been fulfilled. A systematic approach to verify that manufacturing systems, acting singly or in combination, are fit for intended use, have been properly installed, and are operating correctly.
	Term used by GAMP 5. 

	Qualification
	Term used in the phases of demonstrating and documenting that an analytical instrument is suitable for its intended use (DQ, IQ, OQ, PQ).
	Term used by USP<1058>


Note: the ISO 10012 definition of calibration is: “The set of operations which establish, under specified conditions, the relationship between values indicated by a measuring instrument or measuring system, or values represented by a material measure or a reference material, and the corresponding values of a quality realized by a reference standard” 

