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1. Purpose

This procedure describes the system to control and manage all changes that can impact product quality and safety both developed and manufactured under the Quality Management System (QMS) at <Company Name>.
It ensures these changes are clearly identified, documented, reviewed and approved.

2. Application

The procedure applies to changes to:

· product quality

· controlled documents

· raw materials

· specifications

· analytical methods

· facilities

· support systems 

· equipment (including computer hardware)

· processing steps

· labelling and packaging materials

· computer software
· any other element that can impact product quality and/or safety.

3. Responsibilities

Amend to reflect company structure.

	Role
	Responsibility

	Department managers
	Identify and follow up actions to be taken to justify any change within their area of responsibility.

	Quality Manager
	· Independent evaluation of proposed change controls.
· Approve changes to the company QMS.
· Management of the change control system. 

	All personnel
	Raise a change control request. Personnel are encouraged to make changes that improve product quality, or reduce or remove the risk of non conforming product or processes.  


4. Procedure

Any change to the following must be approved before the change is made:

· changes affecting company procedures and systems, referred to as the QMS

· changes affecting manufacturing equipment performance

· changes affecting product quality not managed by batch or process documentation.

The change control procedure has six distinct elements:

1. Reason for the proposed change description of the proposed change.
2. Evaluation or impact of the change on product quality, including the documents affected and actions proposed.
3. Independent approval of the change before implementation.
4. Description of actual change made.
5. Review of the change after implementation.

4.1. Proposing a change

All changes are recorded and managed using Form FP703-1: Change Request. The change form is a controlled record once completed.

The initiator describes the proposed change and the justification for the change in the Description of Change section. All documents and equipment affected must be listed on the change form. Attach copies of all impacted documents, highlighting the proposed change.
Send the change form to the Quality Assurance department so that a unique identifier can be assigned to the change request and then forward to the responsible manager(s) for approval to initiate the change control.

Changes are not to be made until they are approved except for emergency change control (see Section 4.7).

4.2. Evaluating the effect of a change on product quality

The responsible manager or delegate assesses the effect of the change and lists the actions required to complete the change.

4.3. Approval of a change before implementation

The Quality Manager (or delegate) reviews the change request and proposed actions; amending as necessary. 

Depending on the significance of the requested change, a meeting may be held with stakeholders to discuss and assess the merits of the change. Minutes of this meeting are recorded and form part of the change control package.

The actions cannot be implemented until the Quality Manager has reviewed and approved the change request and the proposed actions.

4.4. Implementing a change

The initiator records on the change form when the actions have been implemented. 
The responsible manager (or delegate) and the Quality Manager review the change form and associated evidence. 

If the change actions:

· have been completed satisfactorily, the change control is closed out. 
· are not satisfactory or further actions have been required and assigned to the responsible manager, then the change request remains open. Changes are reviewed until satisfactory progress has been made and the change control is closed out.

Wherever possible, timescales for completion of work is to be specified. Changes must be made in timely manner.
Specify frequencies for change control types if required by your company.
4.5. Storage of completed change controls

Completed change requests are controlled records according to Procedure QP403: Control of Records. All associated documentation must accompany or reference the completed change request. 

4.6. Publication of change control status

In order to regularly show status of change in the QMS, the following are published each calendar month to the Managing Director:

· number of change requests started

· number of change requests completed

· number of change requests started but not completed

· number of change requests outstanding

· number of emergency change requests completed.

4.7. Emergency change control

Emergency changes may be made to controlled processes or equipment or controlled documentation when the responsible manager or delegate decides that failure to make the change would threaten the:

· occupational health, safety or environment of company personnel

· quality of raw materials, labelling and packaging materials, container closures, finished product.

If an emergency change control is proposed, this must be approved by the responsible manager and a Quality representative. Actions may then be implemented immediately without further evaluation of the change control request. In all other respects, emergency change control must be managed in an identical way to other change controls.
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