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1.0 Purpose:

This SOP has two purposes; to describe the Production Qualification process and also the contents of the Production Qualification Protocol document.

The Production Qualification process ensures that a validated IT system, ‘the system’, has been maintained in a validated state after completion of the initial validation process. The Production Qualification ensures the validated state of a system through the audit of operational and maintenance records, and non-destructive tests. 

2.0 Scope:

This SOP applies to all validated IT systems.

3.0 Responsibility:

Overall responsibility for ensuring IT system used in the discovery, development and manufacture of regulated products lies with the West African Health Organization (WAHO) 

The validation specialist will assume responsibility for the production of the Production Qualification and all associated Test Cases and reports.


[bookmark: _GoBack]

4.0 Reference:

	Title

	Document Standards

	Test Plan SOP

	Test Case SOP

	Validation Change Control SOP

	Incident Reporting SOP



5.0 Materials & Equipment:
Hardware, Software, and other ICT infrastructures

6.0 Definitions/Abbreviations:

SOP – Standard Operating Procedure, a description of the processes and standards that must be employed to undertake a specific set of activities.
Validation – defined at its simplest, is demonstrating that a computer system operates as it purports to, and that it will continue to do so.
Client – the business system owner is typically the ‘line’ manager responsible for the business process where the computer system will be used. 
Validation Group – the group responsible for ensuring that computer systems are implemented and maintained in a validated state.
IT Group – the group responsible for development, operation, and maintenance of computer systems.
[bookmark: _Toc145234947]

7.0 [bookmark: _Ref520610062][bookmark: _Toc145235482][bookmark: end_of_doc]Production Qualfication - Procedure
This section describes the process that must be followed when conducting a Production Qualification.

A Production Qualification process must be executed at scheduled intervals. In general, a PQ should be executed every year. The PQ process comprises of:
· Identification of the groups and their respective roles involved in the preparation and execution of the Production Qualification for the system.
· Preparation of a Production Qualification Protocol that describes in detail the process for ensuring the system operates as described in the functional specification and addresses the regulatory requirements of the pharmaceuticals industry. The PQ protocol should be a standard document created as a one-off task for each system. 
· The Production Qualification should identify:
· The groups involved in the Production Qualification process and their roles and responsibilities in the process. 
· The Function and System specific Standard Operating Procedures that should be reviewed.
· The Operations manuals and maintenance logs that should be audited.
· The system test cases that will be conducted to exercise individual functional and non-functional aspects of the system or uses of the system. 
· The sequence that system test cases should be executed.
· The test data required.
· The overall acceptance criteria for the system.
· For complex systems a separate Test Plan may be required. This requirement is driven by the need to change individual test cases without the need to modify a pre-approved Production Qualification. Test Plans should be created as a one-off task for each system.
· Preparation of individual test cases based on business scenarios (Test Case SOP). Test Cases should be created as a one-off task for each system.
· Pre-approval of the Production Qualification Protocol, should be carried out as a one-off task with no need to re-approve the standard PQ protocol prior to each execution.
· Execution of all test cases gathering evidence related their execution and results.
· Identify any issues with, or, changes in the state of the system that may affect the systems validated status. Any change required must be conducted under validation change control (Validation Change Control SOP).
· Execute any test cases required to ensure that any issues have been resolved and changes properly documented and tested. 
· Prepare an Production Qualification Report (PQR) that identifies:
· The results of any evaluation of the operational and maintenance records for the system.
· The system test cases executed and the results of their execution.
· The incident reports and change requests raised during the PQ testing process.
· All issues with the system remaining un-resolved after completion of the PQ testing phase and the containments that have been put in place to negate the impact of unresolved issues with the system.
· Approve the Production Qualification Report.
8.0 [bookmark: _Toc145235483]Production Qualification - Phase Entry/Exit
8.1 [bookmark: _Toc145235484]Phase Entry
Execution of a Production Qualification for a validated system is based on a schedule. 
8.2 [bookmark: _Toc145235485]Phase Exit
The exit point for the Production Qualification phase of validation is the approval of the Production Qualification Report.


9.0 [bookmark: _Toc145235486][bookmark: _Toc373338639][bookmark: _Toc373338816][bookmark: _Toc373340181][bookmark: _Toc382785821][bookmark: _Toc382785982][bookmark: _Toc382819856][bookmark: _Toc382819984][bookmark: _Toc409403115]Production Qualification Protocol Content
The following section identifies the content of the Production Qualification Protocol.
9.1 [bookmark: _Toc145235487]Protocol Title
Give the Protocol a descriptive title, which reflects the scope of testing, performed in the Protocol and provides sufficient differentiation between this Protocol and other protocols for the system.
9.2 [bookmark: _Toc145235488]Pre-approval
At the beginning of the PQ Protocol a pre-approval section is required. This section will contain a table for signatures. The table of signatures must provide for the following information to be captured:
1. The department or function of the signatory;
2. The name of the signatory;
3. A space to record the signature, and;
4. A space to record the date of the signature.
The section must contain a statement informing the reviewer that signing this document infers that they have read, understood and agree with the contents of the protocol.
Normally this information is collected on the approval page of the PQ Protocol.
9.3 [bookmark: _Toc145235489]Objective
The objective section of the PQ protocol must contain definitions of the objective for conducting the Production Qualification. For example, to ensure that the system is maintained in a validated state. 
9.4 [bookmark: _Toc145235490]Scope
The scope of the protocol should be identified. The scope of the PQ may be restricted to specific modules of a larger system or encompass the whole system.
9.5 [bookmark: _Toc145235491]System Description
The system description of the Production Qualification must describe:
· The major functions of the system;
· The interfaces to the system (application and human interfaces);
· The operating environment of the production system including: the servers, the physical location, and the network, and;
· The hardware and software environment to be used for PQ testing including: servers, PCs, network, any peripheral devices specific, and versions of operating system and application software installed. The PQ must be conducted using the production environment. 
If the above information is contained in existing documentation references to these documents may be used.
9.6 [bookmark: _Toc145235492]Operational Audit
This section of the Production Qualification identifies the aspects of the operation and maintenance of the system that will be audited as part of the PQ process. 
9.7 [bookmark: _Toc145235493]Testing
The testing section of the PQ protocol identifies the test plans and cases that will be executed to test the system.
9.8 [bookmark: _Toc382785822][bookmark: _Toc382785983][bookmark: _Toc382819857][bookmark: _Toc382819985][bookmark: _Toc409403116][bookmark: _Toc145235494]Test Plans (for complex systems)
For complex systems it is advisable to use test plans as a mechanism to group test cases into functional groups. 

The test plan section of the PQ Protocol must identify all test plans that will be used in the testing process. 
9.9 [bookmark: _Toc145235495]Test Cases
This section of the Production Qualification must identify the Test Cases that will be executed during the testing of the system. This section should identify the test case execution sequence. For complex systems test cases should be identified in Test Plans and therefore do not need identification in the PQ protocol. 
9.10 [bookmark: _Toc145235496] Acceptance Criteria
List the criteria the system must meet to satisfy the objectives of the PQ.  
Acceptance Criteria must meet the following standards:
· The Acceptance Criteria (AC) must be unambiguous, measurable, and verifiable.  Terms such as ‘appropriate’ and ‘very’ are not acceptable in most functions.    

Examples:
· Unacceptable AC: The list box will contain appropriate values.
· Acceptable AC: The list box will contain values 1 and 2.
· Unacceptable AC: The screen must refresh quickly.
· Acceptable AC: The screen must refresh within 2 seconds.
· Unacceptable AC: A message will display when an invalid quantity is entered.
· Acceptable AC: A message will display indicating entry of an invalid quantity.     
· Number or uniquely label the Acceptance Criteria so they may later be identified.
· The Acceptance Criteria should have their basis in System Specifications.

10.0 [bookmark: _Toc145235497]Production Qualification Report
On completion of the Production Qualification testing process the Production Qualification protocol is revised to include the following sections:
· Report on the Operational Audit of the system;
· Report on PQ Testing;
· Summary and Conclusions, and;
· Protocol Results Acceptance. 
The inclusion of these sections in the PQ protocol and the associated approval process of the revised PQ protocol creates the Production Qualification Report (PQR).
10.1 [bookmark: _Toc145235498]Report on Operational Audit
This section identifies:
· The operations and maintenance logs audited as part of the operational audit process;
· Details on any issues arising for the maintenance and operation of the system;
· Details of any changes to Standard Operating Procedures, Computer Operations Manuals, and User Documentation required;
· Details of any Incident Reports arising from the audit.



10.2 [bookmark: _Toc145235499]  Report on System Testing
This section identifies:
· The iterations of system Test Plans and associated Test Cases carried out during the PQ testing process;
· Details of the incident reports generated during the PQ testing process including the severity of the incident. 
· Details of the change requested generated during the PQ testing process. Validation Change Control SOP.
10.3 [bookmark: _Toc145235500]Summary and Conclusions
Provide a summary of all audit and test results and any encountered deviations.  The specific occurrences of out-of-specification results will be described, as well as the resulting investigations of the problems and their resolution.  Problems encountered during execution of protocols will be summarised according to protocol errors, execution errors, specification errors, and non-conformance to specifications and procedures.
10.4 [bookmark: _Toc145235501]Protocol Results Acceptance
The last section of the PQ report must be the Protocol Results Acceptance section. This section records the approval of the revised PQ protocol that forms the PQR. This section will contain a table for signatures. The table of signatures must provide for the following information to be captured:
1. The department or function of the signatory;
2. The name of the signatory;
3. A space to record the signature, and;
4. A space to record the date of the signature.
The section must contain a statement informing the reviewer that signing this document infers that they have read, understood and agree with the contents of the protocol.



11.0	Limitations:

	Key Limitations
	Consequences
	Control Measures
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		A3:	List of Identified Officers to be trained on this SOP;

Only the copies of this document stamped “Controlled Copy” in RED shall be kept updated. Other copies are uncontrolled and may contain incorrect information.

This documented information is a property of (NMRA). Disclosure of the contents to any third party without written consent of the Organization is forbidden


image1.jpeg




