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1.0
PURPOSE

The purpose of this procedure is to define the quality practices, resources, and activities relevant to the implementation of the company quality management system as the foundation for the company’s Strategic Quality Plan and other company quality objectives as defined by the company’s Strategic Quality Plan.
2.0 SCOPE

This procedure pertains to all business processes that affect deliverable product quality and to all products and production processes developed and managed by the company.
3.0 TERMS AND DEFINITIONS

	Term
	
	Definition

	
	
	

	Quality


	
	The totality of features and characteristics that bears upon the ability of a product or process to satisfy fitness-for-intended-use, including (but not limited to) safety, regulatory compliance and performance.



	Quality Management System


	
	The organizational structure, responsibilities, procedures, processes, and resources for implementing quality management.



	Quality Policy


	
	A statement that communicates the organization’s intention with regard to quality matters.



	Quality Objectives


	
	Goals established to, as a minimum, support the company quality policy.

	Strategic Quality Plan


	
	A document that establishes the quality objectives and requirements for the organization.

	Balanced Scorecard


	
	A collection of metrics that reflect company performance with regard to the company’s strategic plan, including the Strategic Quality Plan.



	Product and/or Process Quality Plan


	
	A document that establishes the quality objectives and requirements for products and/or processes and designates areas where elements of the quality management system are applied.



	Quality Dashboard
	
	A collection of metrics and other information that reflect product/project or process performance and action status as required within the Product and/or Process Quality Plans.


4.0 Applicable Documents

· XX-XX – Company Quality Management System Manual
· XX-XX – Design and Development Guidelines
· XX-XX – FORM – Balanced Scorecard

· XX-XX – FORM – Quality Dashboard

5.0 Responsibilities
__________________ is responsible for developing, implementing, maintaining and assuring compliance with the company’s Quality Management System.
The company’s [Top Manager] is accountable for establishing and assuring attainment of quality objectives in accordance with the Strategic Quality Plan.

The company’s [Design and Development Manager] is accountable for establishing and assuring compliance with Product and/or Process Quality Plans in association with the Design and Development Guidelines.

All employees have responsibility for supporting the company’s Quality Policy, complying with the requirements of the company’s Quality Management System and striving to attain the quality objectives set forth in the company’s Strategic Quality Plan.  

6.0 Processes

6.1   Quality Management System Implementation

The company engages all employees in implementation of its Quality Management System through communication of and enforced adherence to its established Quality Policy and Quality Management System Procedures.
6.2   Quality Objectives

The company has defined short-term and long-term quality objectives within its Strategic Quality Plan.  Metrics to be incorporated into the company’s Balanced Scorecard shall be described within the Strategic Quality Plan.
6.3    Product and/or Process Quality Planning

Quality planning shall take place during  product and/or process design and development.   The Design and Development Guidelines specify the necessary activities to ensure product and/or process quality.  Inclusion of callouts for metrics to be represented on Quality Dashboards shall be included within Product Quality Plans and Process Quality Plans.
7.0 Short Term Goals

The company’s short-term quality objectives are:

· to implement a fully functional quality management system, which meets the requirements of ISO 13485:2003, FDA QSR (cGMP, 21 CFR 820) and other applicable quality management system requirements; and
· as defined within the company’s Strategic Quality Plan.
8.0 Long Term Goals

The company’s long-term quality objectives are:

· to maintain its quality management system in full compliance with the requirements of ISO 13485:2003, FDA QSR (cGMP, 21 CFR 820) and other applicable quality management system requirements; and

· as defined within the company’s Strategic Quality Plan.

9.0 Performance Indicators
The company assesses the effectiveness of the Quality Planning Process by maintaining meaningful metrics and taking action based upon analysis of those metrics.
· A Balanced Scorecard is used to assess the company’s Strategic Quality Plan status in relation to other Company-wide Strategic Plan elements.
· Quality Dashboards are used to assess the effectiveness of critical product-oriented projects and key processes and are called out as requirements in relation to Project Plans or Product/Process Quality Plans.
10.0 Records

	Record

Title/No.
	Storage Location/

Protection
	Retrieval

Method
	Retrieval

Account-ability


	Retention

Time
	Disposition



	Quality Manual
	· Electronic, maintained on company intranet

· Hardcopy of current revision maintained in Document Control
	By title and date
	Quality Management System Represent-ative
	5 years or the life of the company, whichever is longest.
	Records will be deleted upon expiration of Retention Period or may be archived at top management discretion.

	Design and Develop-ment Guidelines
	· Electronic, maintained on company intranet

· Hardcopy of current revision maintained in Document Control
	By title and date
	Design and Development Manager
	5 years or the life of the company, whichever is longest.
	Records will be deleted upon expiration of Retention Period or may be archived at top management discretion.

	Strategic Quality Plan
	· Electronic, maintained on company intranet

· Hardcopy of current plan maintained in  Quality Management Representative’s office
	By title and date
	Quality Management Representative
	5 years or the life of the company, whichever is longest.
	Records will be deleted upon expiration of Retention Period or may be archived at top management discretion.

	Balanced Scorecard
	· Electronic, maintained on company intranet

· Hardcopy of current revision maintained in Top Manager’s Office

· Controlled copies of current revision posted in facility entrances, company cafeteria and main conference room
	By title and date
	Top Manager
	5 years or the life of the company, whichever is longest.
	Records will be deleted upon expiration of Retention Period or may be archived at top management discretion.

	Quality Manage-ment System Procedures
	· Electronic, maintained on company intranet

· Hardcopy of current revision maintained in Document Control
	By proc-edure number and date
	Quality Management System Representative
	5 years or the life of the company, whichever is longest.
	Records will be deleted upon expiration of Retention Period or may be archived at top management discretion.

	Product Quality Plan
	· Electronic, maintained on company intranet

· Hardcopy of current revision maintained in Document Control
	By Product I.D.
	Product Engineer
	5 years or the life of the company, whichever is longest.
	Records will be deleted upon expiration of Retention Period or may be archived at top management discretion.

	Process Quality Plan
	· Electronic, maintained on company intranet

· Hardcopy of current revision maintained in Document Control
	By Process I.D.
	Process Engineer
	5 years or the life of the company, whichever is longest.
	Records will be deleted upon expiration of Retention Period or may be archived at top management discretion.

	Quality Dash-boards
	· Electronic copies of Dashboard Templates are maintained on the company intranet

· Hardcopies of Dashboard Templates are maintained in Document Control
	By Product-based Project I.D. or by Process I.D. and Date
	Product and Process Engineers
	5 years or the life of the company, whichever is longest.
	Records will be deleted upon expiration of Retention Period or may be archived at top management discretion.
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