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1.	Purpose
To define the METRO PLASTICS TECHNOLOGIES, LLC. processes for:
determining external and internal issues that are relevant to its purpose and its strategic direction and that affect its ability to achieve the intended result(s) of its Quality Management System (QMS). The METRO PLASTICS TECHNOLOGIES, LLC. Quality Management System incorporates quality planning, provides a framework for managing the activities that enable the company to create items and services which consistently satisfy the customer, statutory, and regulatory requirements, and is a tool for achieving enhanced customer satisfaction. 

The QMS also provides for the continual improvement of the management system by monitoring processes based on their significance, measuring their effectiveness against objectives, and managing election of processes for improvement. 

This includes:
· determining the interested parties that are relevant to the QMS and the requirements of these interested parties that are relevant to the QMS,
· determining the scope of the QMS, and
· establishing, implementing, maintaining, and continually improving the QMS, including the processes needed and their interactions.
2. Scope
This procedure pertains to the entire METRO PLASTICS TECHNOLOGIES, LLC. Quality Management System (QMS). The QMS applies to all activities affecting the quality of the organization’s product realization and injection molding manufacturing processes, excluding design, and including assembly and finishing applications.
3. Responsibility
The President has overall responsibility for the implementation and administration of this procedure.
4. Procedure
4.1)	UNDERSTANDING THE ORGANIZATION AND ITS CONTEXT
	METRO PLASTICS TECHNOLOGIES, LLC. determines external and internal issues that are relevant to its purpose and its strategic direction that affect its ability to achieve the intended results of its QMS.
	Information regarding these external and internal issues is documented in  QI-004 Context Issues Matrix Rev M1.xlsx and analyzed via QI-007 “Metro Plastics Risk Assessment and Planner”.  This information is monitored and reviewed at QMS Management Reviews aka Audit Review Board Meetings (ref. QEP-9.3), or more frequently as appropriate but no less than every 6 months.
4.2)	UNDERSTANDING THE NEEDS AND EXPECTATIONS OF INTERESTED PARTIES
	Due to their effect or potential effect on the ability to consistently provide products and services that meet customer and applicable statutory and regulatory requirements, METRO PLASTICS TECHNOLOGIES, LLC. determines:
a) the interested parties that are relevant to the QMS
b) the requirements of these interested parties that are relevant to the QMS
Information regarding these interested parties and their relevant requirements is documented in QI-005, Interested Parties Evaluation Matrix. This information is monitored and reviewed at QMS Management Reviews aka Audit Review Board Meetings or more frequently as appropriate.
4.3)	DETERMINING THE SCOPE OF THE QUALITY MANAGEMENT SYSTEM
METRO PLASTICS TECHNOLOGIES, LLC. determines the boundaries and applicability of the QMS to establish its scope.  When determining this scope, METRO PLASTICS TECHNOLOGIES, LLC. considers:
a) the external and internal issues identified per 4.1 above
b) the relevant requirements of said interested parties identified per 4.2 above
c) the products METRO PLASTICS TECHNOLOGIES, LLC. provides
METRO PLASTICS TECHNOLOGIES, LLC. applies all requirements of applicable International Standards (e.g., ISO9001) if (or where) they are applicable within the determined scope of its QMS.
The scope of the QMS is available and maintained as documented information in the QM “Quality Manual”.  The scope states the products and services covered and provides justification for any requirement of applicable International Standards (ISO9001) that METRO PLASTICS TECHNOLOGIES, LLC. has determined are not applicable to the scope of the QMS. 
4.4)	QUALITY MANAGEMENT SYSTEM AND ITS PROCESSES
4.4.1 	METRO PLASTIC TECHNOLOGIES, LLC. has established, implemented, maintains, and continually improves the QMS, including the processes needed and their interactions, in accordance with applicable International Standards (ISO 9001).
	The identification of processes needed for the QMS and their application throughout the organization is maintained as documented information in the “Quality Manual”.

The following processes have been determined as essential to product realization and are to be controlled by the QMS to ensure customer and regulatory requirements are met and continual process improvements are made:
1. Production
a. Material Control
b. Warehouse
2. Quality Assurance
a. Discrepant Material
b. Measuring Devices
3. Customer Service
a. Sales Orders
4. Waste
a. Returns
b. Corrective and Preventive Actions
	 Further, as related to the QMS processes, METRO PLASTIC TECHNOLOGIES, LLC.:
a) determines the inputs required and the outputs expected from these processes 
b) determines the sequence and interactions of these processes 
c) determines and applies the criteria and methods (including monitoring, measurement, and related performance indicators) needed to ensure the effective operation and control of these processes QI-004.1 QMS Flow M1 
d) determines the resources needed for these processes and ensures their availability (ref. QEP-7.0)
e) assigns the responsibilities and authorities for these processes (ref. QEP-5.0)
f) addresses risks and opportunities associated with these processes (ref. QEP-6.0)
g) evaluates these processes and implements changes needed to ensure that these processes achieve the intended results (ref. QEP-9.3)
h) improves the QMS
4.4.2 	To the extent necessary, METRO PLASTICS TECHNOLOGIES, LLC.:
a) maintains documented information to support the operation of its processes (sometimes referred to within the QMS as “Documents”)
b) retains documented information to have the confidence that the processes are being carried out as planned (sometimes referred to within the QMS as “Records”)
5. References	
· QEP-410“Quality Manual”
· QEP-5.0 “Leadership”
· QEP-6.0 “QMS Planning”
· QEP-7.0 “Resources Communication”
· QEP-9.3 “Management Review”
· QI-004 “Context Issues Matrix”
· QI-005 “Interested Parties Matrix”
· QI-007 “Metro Plastics Risk Assessment Form 
· QI-004.1 QMS Flow 
6. Definitions
· 	None
7. Records (Ref. QEP-7.5)
· None
