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	IQ/OQ/PQ No.: xyz (New)
	



Date: dd/mm/yy



INSTALLATION/OPERATIONAL/PERFORMANCE

QUALIFICATION PROTOCOL

FOR
PUT NAME OF EQUIPMENT HERE

System/Equipment

Brief Description

:


(Brief Description)




Manufacturer (Make)

:


(Name & Address)



Supplier 

:


(Name & Address)



IQ/OQ/PQ Number

:








DQ Number

  :








System/Equipment

Location

:








System/Equipment 

Number

:


(Asset No.)




User Group

:








Project Coordinator

  :








SECTION 1 – PROTOCOL'S APPROVAL SIGN-ON
All necessary requirements for an IQ/OQ/PQ protocol, for the System/Equipment designated above, have been considered by the undersigned. This IQ/OQ/PQ protocol has been reviewed and the contents deemed suitable and approved by the undersigned for implementation:

_____________________________________________

_______________

Title









Date

Name :

_____________________________________________

_______________

Title









Date

Name :

_____________________________________________

_______________

Title









Date

Name :

_____________________________________________

_______________

Title









Date

Name :

_____________________________________________

_______________

Title









Date

Name :

_____________________________________________

_______________

Title









Date

Name :

_____________________________________________

_______________

Title









Date

Name :

SECTION 2 – SYSTEM/EQUIPMENT DESCRIPTION AND OBJECTIVES

2.1
System/Equipment Description :
Put detailed description of system/equipment here, include a diagram and/or drawing

2.2
Project Objective :

Describe overall objective of project here, use the "Need" defined in the DQ

2.3
Protocols Objectives : (include as required)


Installation Qualification (IQ)

2.3.1 To ensure that the details/specifications of the system/equipment have been captured and documented for change control purposes. 

2.3.2 Also to ensure that the details/specifications outlined in the system's/equipment's Design Qualification (DQ) have been met.


2.3.3
To ensure that the system/equipment has been installed as per the manufacturers recommendations. It is the responsibility of the support department(s) (platform owners) for executing the IQ/OQ protocols and to ensure all parts have been completed.


2.3.4
To ensure that the documentation relating to the system/equipment has been cited and its location logged.



Examples of a system's/equipment's documentation are:



2.3.4.1 Manuals.



2.3.4.2 Calibration Records.



2.3.4.3 Standard Operating Procedures (SOP).



2.3.4.4 Drawings.



2.3.4.5 Certificates of Compliance.


2.3.5
To identify the SOP’s that are considered critical to the set up, operation, calibration, maintenance or cleaning of the system or its components.


Operational Qualification (OQ)

2.3.7 To ensure that the system will operate as per the functional requirement or as the supplier’s manual describes.


Performance Qualification (PQ)


2.3.8
To ensure that the system operation will meet the user requirements, as specified within the Design Qualification (DQ). It is the responsibility of the user



department (system owners) to execute the PQ protocol and to ensure all



parts have been completed.


2.3.9
The Performance Qualification testing is none product specific and is a process



of testing the capable ranges of the equipment as required by the end users.



Use of actual product is incidental during the PQ testing and does not constitute



Process Validation work.

SECTION 3 – LIST OF PARTICIPANTS

People performing any tests or portions of a test, or entering comments in this protocol must enter their name, position, signature, and their initials.

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

____________________
____________________
_______________
______________

Name



Position



Signature

Initial/Date

SECTION 4 – INSTALLATION QUALIFICATION PROTOCOL

4.1
Manufacturers Specifications (delete/modify as necessary)

	4.1.1
Identification Information
	Serial No’s
	Confirmed

YES/NO

	Make
	
	

	Model
	
	

	Serial Number
	
	


	4.1.2
Mechanical Specifications
	Serial No’s
	Confirmed

YES/NO

	Physical Size
	
	

	Materials of construction (product contact areas)
	
	

	Surface finish (Ra)
	
	

	Weight
	
	

	Lubricants
	
	

	Coolants
	
	

	Other chemicals used
	
	

	Filters
	
	

	Environment (air conditioning, temp/humidity)
	
	

	Etc
	
	


	4.1.3
Hydraulics Specifications
	Serial No’s
	Confirmed

YES/NO

	Check valve setting
	
	

	Fluid viscosity
	
	

	Pump Details
	
	

	Etc
	
	


	4.1.4
Pneumatics Specifications
	Serial No’s
	Confirmed

YES/NO

	Operating Pressure
	
	

	Air Quality
	
	

	Lubrication
	
	

	Filtration
	
	

	Etc
	
	


4.1
Specifications Continued (delete/modify as necessary)
	4.1.5
Electrical Specifications
	Serial No’s
	Confirmed

YES/NO

	Power ratings
	
	

	Switches and function
	
	

	Voltage
	
	

	Current
	
	

	Frequency
	
	

	Earth/Grounding
	
	

	Phase Angle
	
	

	Numbers of phases
	
	

	Etc
	
	


	4.1.6
Electronic Specifications
	Serial No’s
	Confirmed

YES/NO

	Power rating
	
	

	Voltage
	
	

	Current
	
	

	Etc
	
	


	4.1.7
Microprocessor Software/Firmware Specifications
	Serial No’s
	Confirmed

YES/NO

	Version
	
	

	Operating System
	
	

	Programming Languages
	
	

	Etc
	
	


	4.1.8
Microprocessor Hardware Specifications
	Serial No’s
	Confirmed

YES/NO

	Processor
	
	

	Hard drive
	
	

	Peripherals
	
	

	Memory
	
	

	Etc
	
	


4.1
Specifications Continued (delete/modify as necessary)
	4.1.9
Interfaces
	Serial No’s
	Confirmed

YES/NO

	Connection Hoses
	
	

	Connecting Cables
	
	

	Connecting Pipes
	
	

	Fittings
	
	

	Connectors
	
	

	Etc
	
	


	4.1.10
Dials/Gauges
	Serial No’s
	Confirmed

YES/NO

	Pressure
	
	

	Flow
	
	

	Volts
	
	

	Amps
	
	

	Vacuum
	
	

	Etc
	
	


	4.1.11
Specialised Tools (System/Equipment Specific)
	Serial No’s
	Confirmed

YES/NO

	Electrical Connector Pin Removing Tool
	
	

	Crimping Tool
	
	

	Flanging Tool
	
	

	Etc
	
	


	4.1.12
Miscellaneous Utilities
	Serial No’s
	Confirmed

YES/NO

	Water
	Units

Units
	Units

Units

	Gas
	
	

	Air
	
	

	Vacuum
	
	

	Etc.
	
	


	The above details are confirmed as correct

(refer to the specification in the Design Qualification)
	Verify
	Date

	Project Coordinator to verify :
	
	


4.2
Installation Requirements (delete/modify as necessary)
In some instances specialised training/registration or qualifications will be required to perform installation tasks. In those instances the personnel carrying out the work should verify the work has been completed. In all other cases the designated person will verify that installation work has been carried out satisfactorily.


4.2.1
Enter the identification details below :


Make :











Model Number :










Serial Number : 











Year of Manufacture :








	The above details are confirmed as correct
	Verify
	Date

	Project Coordinator to verify :
	
	



4.2.2
Installation requirement.




Acceptance Criteria



Installation requirement acceptance criteria has been met:



	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify :
	
	



4.2.3
Installation requirement.




Acceptance Criteria



Installation requirement acceptance criteria has been met:



	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify :
	
	



4.2.4
Installation requirement.




Acceptance Criteria



Installation requirement acceptance criteria has been met:

	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify :
	
	



4.2.5
Installation requirement.




Acceptance Criteria



Installation requirement acceptance criteria has been met:

	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify :
	
	


4.3
Standard Operating Procedures (SOP) (delete/modify as necessary)
The maintenance, operation, calibration and cleaning of this equipment will be covered by written procedures. The writing of the SOPs will be allocated to the staff members listed below.









       Verify

       Date

Project Coordinator to Verify :




4.3.1
Maintenance procedures will be 


established, SOP details:

Title:







SOP No:



Allocated to :





____________
__________

4.3.2
Operational and adjustment procedures 


will be established, SOP details:

Title:







SOP No:




Allocated to :





____________
__________

4.3.3
Calibration procedures will be 


established, SOP details:

Title:







SOP No:




Allocated to :





____________
__________

4.3
Standard Operating Procedures (SOP) (Continued)








       Verify

       Date

Project Coordinator to Verify :

4.3.4
Cleaning procedures will be 


established, SOP details:

Title:







SOP No:




Allocated to :





____________
__________
4.3.5
Other procedures will be established, 


SOP details:

Title:







SOP No:




Allocated to :





____________
__________
4.3.6
Other procedures will be established, 


SOP details:

Title:







SOP No:




Allocated to :





____________
__________
4.4
Training

Confirm that this system/equipment has been captured in the training needs analysis database.









     Verify

      Date
Training Department Team Member to Verify:

4.4.1
System/equipment captured in the 


training needs analysis database:

____________
__________
4.5 Documentation

Project Coordinator to confirm all relevant documentation has been supplied in full. See an Engineering Team Member for a document reference number.









     Verify

      Date
Project Coordinator to Verify:

4.5.1
Operating Manual 



Location - Engineering Document 



Register, Reference No.: _________
____________
__________
4.5.2
Other

Location - Appendix X


____________
__________
4.5.3
Other

Location - Appendix Y


____________
__________
4.5.4

Other

Location – Appendix Z


____________
__________
SECTION 5 – INSTALLATION QUALIFICATION SIGN-OFF
The IQ protocol for the equipment designated above has been completed. The results and final report, where necessary, have been reviewed by the Quality Assurance and Validation Departments and found to satisfy all protocol requirements. Approval for the execution of the Operational Qualification is granted.

_____________________________




_____________
Title










Date

Name :

_____________________________




_____________
Title










Date

Name :

SECTION 6 – OPERATIONAL QUALIFICATION (OQ)

6.1
Operational Testing

6.1.1
Operational function.




Acceptance Criteria



Operational function acceptance criteria has been met:

	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify :
	
	



6.1.2
Operational function.




Acceptance Criteria



Operational function acceptance criteria has been met:

	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify :
	
	



6.1.3
Operational function.




Acceptance Criteria



Operational function acceptance criteria has been met:

	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify :
	
	



6.1.4
Operational function.




Acceptance Criteria



Operational function acceptance criteria has been met:

	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify :
	
	


6.1
Identification of Hotspots

Project Coordinator to identify all areas on the system/equipment that are potential hotspots (Areas that are difficult to clean/difficult to inspect/that can potentially trap product, etc…) and list below. Where possible, engineering controls should be implemented to minimise the potential of cross contamination. The cleaning and inspection of these hotspots should be included in an SOP/BMR/BPR.

__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

SECTION 7 – OPERATIONAL QUALIFICATION SIGN-OFF
The OQ protocol for the equipment designated above has been completed. The results and final report, where necessary, have been reviewed by the Quality Assurance and Validation Departments and found to satisfy all protocol requirements. Approval for the execution of the Performance Qualification is granted.

_____________________________




_____________

Title










Date

Name :

_____________________________




_____________

Title










Date

Name :

SECTION 8 – PERFORMANCE QUALIFICATION

8.1
Training
Prior to execution of the Performance Qualification, all staff members involved in operating the system/equipment must sign and date below to indicate that they have been suitably trained. Record the method of training/material below, e.g. Read the operating manual, trained by an external supplier, trained by a “Company name” employee, SOP, etc…

All people involved must be confident that enough knowledge has been gained to successfully execute the tests outlined in this protocol.

Note: A draft SOP for operation is required prior to execution of the PQ.

Staff Member:


Dept:



Date:




Method of Training/Material: __________________________________________

Staff Member:


Dept:



Date:




Method of Training/Material: __________________________________________

Staff Member:


Dept:



Date:




Method of Training/Material: __________________________________________

Staff Member:


Dept:



Date:




Method of Training/Material: __________________________________________

Staff Member:


Dept:



Date:




Method of Training/Material: __________________________________________

Staff Member:


Dept:



Date:




Method of Training/Material: __________________________________________

8.2
User's Requirements(version number xxxx)

Paste a copy of the user requirements in here for reference 

8.3

Performance Requirements Testing

A traceability matrix for tracking requirements to tests will be included as


Appendix XYZ of the PQ.



PQT1 (User requirement).




Acceptance Criteria



User requirement acceptance criteria has been met:

	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify:
	
	





PQT2 (User requirement).




Acceptance Criteria



User requirement acceptance criteria has been met:

	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify:
	
	





PQT3 (User requirement).




Acceptance Criteria



User requirement acceptance criteria has been met:

	The above requirements are confirmed to be met
	Verify
	Date

	Project Coordinator to verify:
	
	


8.4
Confirmation of Mastered SOPs (delete/modify as necessary)
Confirm that the written procedures for this system/equipment, that were identified in the SOP Section, have been written and mastered.









       Verify

       Date

Project Coordinator to Verify:




8.4.1
Operational and adjustment procedures

mastered,


(SOP No.


)








8.4.2
Calibration procedures mastered,


(SOP No.


)








8.4.3
Cleaning procedures mastered,


(SOP No.


)


____________
__________
8.5
Maintenance Schedule

Confirm that the maintenance schedule for this system/equipment has been captured in Workmate and a maintenance checklist generated.









     Verify

      Date
Engineering Team Member to Verify:

8.5.1
Maintenance schedule captured 


in Workmate
:




____________
__________
8.5.2
Maintenance checklist generated:


____________
__________
8.6
Appendices
The appendices of this protocol will include copies of any documents that are deemed relevant to the performance qualification of the system/equipment designated above. This section will include special instructions, manufacturer’s data, testing and measurement equipment calibration information, copy of the final report where necessary.
List below all the documentation included in the appendices:

Appendix I:

(Put title of the appendix here)

Appendix II:

(Put title of the appendix here)

Appendix III:

Traceability Matrix of PQT's (Performance Qualification Tests) to URS's




(User Requirements Specification)


SECTION 9 – PROTOCOL DEVIATIONS/COMMENTS/ACTIONS TO BE TAKEN

Sign and date after each amendment/comment/action/entry.

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	


SECTION 10 – PERFORMANCE QUALIFICATION SIGN-OFF
The PQ protocol for the system/equipment designated above has been completed. The results and final report, where necessary, have been reviewed by the Quality Assurance and Validation Departments and found to satisfy all protocol requirements. Approval for the use of the system/equipment is granted.

_____________________________




_____________
Title










Date

Name :

_____________________________




_____________
Title










Date

Name :

Appendix XXX

Put title of the appendix here

Appendix XYZ

Traceability Matrix

of

PQT's (Performance Qualification Tests) 

to

URS's (User Requirements Specification).
	
	

	Compiled

By
	QA Approval



