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1.	Purpose
To define the METRO PLASTICS TECHNOLOGIES, LLC. process for ensuring that externally provided processes, products, and services conform to requirements.
2. Scope
This procedure applies to raw materials, components, packaging materials, calibration services, and outsourced processes and services.
3. Responsibility
The Materials Purchasing Manager has responsibility for the implementation and administration of this procedure.
4. Procedure
8.4.1)	 GENERAL
METRO PLASTICS TECHNOLOGIES, LLC. ensures that externally provided processes, products, and services conform to requirements.
The Materials Purchasing Manager determines controls to be applied to externally provided processes, products, and services when:
a) products and services from external providers are intended for incorporation into the METRO PLASTICS TECHNOLOGIES, LLC.’s own products and services
b) products and services are provided directly to the customer(s) by external providers on behalf of METRO PLASTICS TECHNOLOGIES, LLC.
c) A process, or part of a process, is provided by an external provider because of a decision by METRO PLASTICS TECHNOLOGIES, LLC.
METRO PLASTICS TECHNOLOGIES, LLC. criteria applied for evaluation, selection, monitoring of performance, and re-evaluation (maintained within IQMS) of external providers, based on their ability to provide processes or products and services in accordance with requirements, include, where applicable:
· On-site visit
· Quality Management System audit (or evidence of registration/certification to an acceptable QMS standard, e.g., ISO-9001) 	
· Price
· On-time delivery
· Unique availability
· Manufacturing capacity / capability
· Industry reputation/references and ease of doing business (responsiveness)
[bookmark: _Hlk140758232]Suppliers are re-evaluated by the Materials Purchasing Manager or designee on an annual basis based on quality, delivery, and/or service performance.
The Materials Purchasing Manager (or designee) maintains an “Approved Vendor List” (Maintained in IQMS) in which external providers of raw materials, products, and services impacting quality are controlled.  
External providers are evaluated by the Materials Purchasing Manager, with support from others as required, at least annually, based on a subjective assessment of quality, delivery, and/or service performance.  Results of these reviews are documented annually in the Annual Review Board meeting.
8.4.2)	 TYPE AND EXTENT OF CONTROL
METRO PLASTICS TECHNOLOGIES, LLC. ensures that externally provided processes, products, and services do not adversely affect METRO PLASTICS TECHNOLOGIES, LLC. ability to consistently deliver conforming products and services to customers.
In establishing controls on externally provided processes, products, and services, METRO PLASTICS TECHNOLOGIES, LLC.:
a) ensures that externally provided processes remain within the control of its QMS by applying the methodology described above.  Specifically:
· Providers of outsourced processes are selected and evaluated per section 8.4.1 above
· Requirements for approval of product are included in purchase orders or other purchase information per section 8.4.3b.1 below.
· Verification of product from outsourced processes is performed per section 8.4.2d below.
b) defines both the controls that it intends to apply to an external provider (e.g., performance monitoring, periodic auditing, etc.) and those it intends to apply to the resulting output (e.g., methods of verification of outputs, such as incoming inspection, F80.7515.1 Inspection Request Form, F80.7517.1 Receiving Inspection Plan Report, receipt of certifications, etc.).
c) takes into consideration:
1. the potential impact of the externally provided processes, products, and services on METRO PLASTICS TECHNOLOGIES, LLC.s ability to consistently meet customer and applicable statutory and regulatory requirements (i.e., applying tighter controls to the provider and/or the output when the potential impact is higher)
2. the effectiveness of the controls applied by the external provider (i.e., applying tighter controls to the provider and/or output when the effectiveness of the controls provided by the external provider are less effective)
d) determines the verification, or other activities, necessary to ensure that the externally provided processes, products, and services meet requirements
· Receiving inspections, at a minimum, consist of matching packing slip to the purchase order (or Sales Order, when applicable) and a cursory inspection of product to ensure conformance to the purchase requirements (e.g., item, quantity) and for any apparent damage.  
· Material or processing certifications, when required, are received with the material, electronically, or by fax, and are retained as documented information (i.e., record).  (Ref. QEP-7.5)  

8.4.3)	 INFORMATION FOR EXTERNAL PROVIDERS
Purchasing ensures the adequacy of requirements prior to their communication to the external provider.
Information is communicated to external providers by those executing purchases from external providers (generally, “Materials Purchasing Manager”), including communication of requirements for:
a) the processes, products and services to be provided (typically via the Purchase Order)
Purchase orders contain the following information at a minimum:
· Description of product or service being ordered and part number (if applicable)
· Quantity
· Purchase order number
· Ship to address
· Any additional information which clearly defines any special requirements (including references to separate documents, files, etc., such as artwork) 
b) the approval of:
1) products and services (e.g., requirements for Certificates of Conformance, submittal of data, etc. communicated via the Purchase Order or other means as appropriate)
2) methods, processes, and equipment (communicated via the Purchase Order or other means as appropriate)
3) the release of products and services (shipment authorizations communicated via the Purchase Order or other means as appropriate)
c) competence, including any required qualification of personnel (typically communicated via the Purchase Order)
d) the external providers’ interactions with METRO PLASTICS TECHNOLOGIES, LLC. (typically arrangements made through Materials Purchasing Manager)
e) control and monitoring of the external provider’s performance to be applied by METRO PLASTICS TECHNOLOGIES, LLC. (typically communicated by the Materials Purchasing Manager)
f) verification or validation activities that METRO PLASTICS TECHNOLOGIES, LLC., or its customer, intends to perform at the external providers’ premises  (typically communicated via the Purchase Order or other means as appropriate)
5. References	
· (Ref. QEP-7.5)
· F80.7515.1 Receiving Inspection Request 
· F80.7517.1 Receiving Inspection Plan Report
6. Definitions
· 	None
7. Forms
· SSC
8. Records (Ref. QEP-7.5)
· Information on evaluation, selection, monitoring of performance, and re-evaluation of external providers, and any necessary actions arising from the evaluations (electronic or paper)
· Purchase Orders
· Verification of Purchased Product (Signed/Initialed/Dated Packing Slips, Material/Processing Certifications)
· Approved Supplier List
· IQMS

