Table 2 

Comparison of DQ, IQ, OQ, PQ definitions between USP<1058> and GAMP 5.

	Phase
	USP<1058>
	GAMP 5

	DQ
	Design qualification (DQ) is the documented collection of activities that define the functional and operational specifications of the instrument and criteria for selection of the vendor, based on the intended purpose of the instrument. 
	Design review process (4.2.5.3). Evaluate deliverables to ensure that they satisfy the specified requirements.

	IQ
	Installation qualification (IQ) is the documented collection of activities necessary to establish that an instrument is delivered as designed and specified, and is properly installed in the selected environment, and that this environment is suitable for the instrument.
	Checking, testing, or verification to demonstrate correct:

· Installation of software and hardware

· Configuration of software and hardware

(Defined in Appendix D5 or Reference 4)



	OQ
	Operational qualification (OQ) is the documented collection of activities necessary to demonstrate that an instrument will function according to its operational specification in the selected environment.
	Testing or other verification of the system against specifications to demonstrate correct operation of functionality that supports the specific business process throughout all specified operating ranges.

(Defined in Appendix D5 of Reference 4)

	PQ
	Performance qualification (PQ) is the documented collection of activities necessary to demonstrate that an instrument consistently performs according to the specifications defined by the user, and is appropriate for the intended use.
	Testing or other verification of the system to demonstrate fitness for intended use and to allow acceptance of the system against specified requirements.

(Defined in Appendix D5 of Reference 4)




