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1.0 Purpose:
This SOP provides guidance on the validation planning process and the purpose and minimum content requirements for a Validation Plan (VP)

2.0 Scope:

This SOP applies to all IT systems requiring validation.  

3.0 Responsibility:
Validation group and the other disciplines listed within this SOP are responsible for ensuring this procedure is followed.

4.0 Reference:

	Title

	Design Qualification SOP

	Installation Qualification SOP

	Operational Qualification SOP

	Production Qualification SOP



5.0 Materials & Equipment:


6.0 Definitions/Abbreviations:
Project Team – The group of associates that come together for a specific purpose.  The group may be composed of business clients, Support, Validation, and other areas necessary to the successful completion of a project.
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 IT systems are implemented and maintained in a validated state.
IT Group – the group responsible for development, operation, and maintenance of computer systems.

7.0 [bookmark: _Toc145234947]Procedures:

The validation planning process is led by the validation group. The main aim is to identify the extent of the validation work required for the computer system. The tasks required during this phase are:

1. Identification of the components of the system that require validation. Not all components of large complex systems may require validation. 
2. The identification of groups and individuals who will be involved in validation activities.
3. Identification of the validation activities and deliverables required to ensure the computer system will meet regulatory requirements.
4. The planning of the sequence of validation activities and ensuring that these activities are understood by the wider project team. Validation activities must become an integral part of the overall project plan for the implementation or modification of a validated computer system.
5. Definition of the Acceptance Criteria that must be met by the computer system to be considered validated.
6. Analysis of the operational SOPs and manuals required to ensure the system remains validated when live.
7. Preparation of a Validation Plan documenting the outputs of the above activities.
The approval of the validation plan by all of the stakeholders identified in the validation plan.


7.1 Validation Planning - Phase Entry/Exit
[bookmark: _Toc143604154][bookmark: _Toc145234949]7.1.1	Phase Entry
[bookmark: _Toc143604155][bookmark: _Toc145234950]The entry point for the validation planning process is the approval of the Validation Determination Statement. 

7.1.2	Phase Exit
[bookmark: _Toc145234951]The exit point for the Validation Planning phase is the approval of the Validation Plan.


[bookmark: _Toc145234727]7.2	Validation Plan Content
The purpose of a Validation Plan is to list the activities to be performed and the documentation requirements in order to consider a computer system validated.  In most cases, the Validation Plan is created for complex validation efforts such as a new computer system.  The plan is typically approved prior to commencing formal Validation activities, and is prepared by members of validation group or trained designees.  The master summary is prepared by members of validation group or trained designees. The VSR must conform to SOP_0102 Document Standards SOP.
At minimum, the following sections are required in the Validation Plan:
7.2.1 [bookmark: _Toc145234728]Validation Plan Title
Give the validation plan a descriptive title that uniquely identifies the system.
7.2.2 [bookmark: _Toc145234729]Approval
At the beginning of the Validation Plan an 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 plan.
Normally this information is collected on the approval page of the validation plan.








7.3 Validation Procedure

This section is a brief introduction of the product, process, equipment and/or system to be validated.
7.3.1 System Description
This section provides a description of the IT system to be validated.  The system description should include:
1. A description of the business process the computer system relates too;
2. The major functions of the computer system, and;
3. The hardware and software architecture for the intended computer system.
References to other documentation such as the user requirement specification should be included. 
7.3.2 [bookmark: _Toc145234736]Validation Activity Requirements
This section will define how the validation will be conducted.  A description of type and general scope of the protocols employed to control the validation of the system should be described. These should include:
· Design Qualification (DQ)
· Installation Qualification (IQ)
· Operational Qualification (OQ)
· Production Qualifications (PQ)
Any changes to existing computer related Standard Operating Procedures should be identified.

In addition, the section should include rationale as to why associated processes, utilities, computers, software, or equipment are not being validated.
7.3.3 [bookmark: _Toc145234737]Assumptions, Exclusions and Limitations
This must identify all of the documents that will be produced as part of the validation process. The following information on the validation documents must be provided:
· The phase of the validation process that the document relates too;
· The group responsible for the preparation of the document (see IMS-MRH/SOP/001-00 for details);
· The groups responsible for the approval of the document, and;
· The validation SOP that the validation document must conform with.

7.3.4 [bookmark: _Toc145234738]Validation Organization
The validation plan must identify the roles and responsibilities of each group involved in the validation process.
7.3.5 [bookmark: _Toc145234739]Validation Documents Required
This must identify all of the documents that will be produced as part of the validation process. The following information on the validation documents must be provided:
· The phase of the validation process that the document relates too;
· The group responsible for the preparation of the document on Implementation Lifecycle IMS-MRH/SOP/001-00);
· The groups responsible for the approval of the document, and the validation SOP that the validation document must conform with.
7.3.6 [bookmark: _Toc145234740][bookmark: _GoBack]Acceptance Criteria
This section must clearly and unambiguously identify the acceptance criteria the IT system must meet to be considered validated.
7.3.7 [bookmark: _Toc145234741]Validation Project Milestones
The major milestones for the validation aspect of the implementation of the computer system must be identified. This information will allow groups involved in the validation to plan resource allocation.
7.3.8 [bookmark: _Toc145234742]On-going Validation Requirements
This section must identify the on-going activities that must be undertaken to ensure that IT system is maintained in a validated state. 


These activities will include:
· The regular execution of Production Qualifications;
· The logging of all maintenance activities;
· Creation of system specific maintenance procedures, and;
· The identification of all company-wide operating procedures that apply to the system.
 
8 Limitations:

	Key Limitations
	Consequences
	Control Measures

	
	
	




9.0   Associated Forms;

 	A1: 	Distribution Record; 

A2:	Change/Revision history;
	
	Rev. No.
	Effective date
	Page No.
	Reason for Change
	Description of Change

	
	
	
	
	



		
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




