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8.0   Operation

8.1   Planning and Control

Metro Plastics Technologies, QMS, provides the necessary procedures and work instructions for product realization.
In planning product realization, the following shall be determined as appropriate:

A. quality objectives and requirements for the product.
B. allocation of resources, the process and documentation necessary to produce the product.
C. required verification, validation, monitoring, measurement, inspection, and test activities specific to the product  and validation of the product acceptance.
D. records to verify that the realization processes and resulting product meet the requirements.
NOTE: Non-Disclosure Agreements
Customer Expectations -  Due to the nature of their services Metro Plastics Technologies, LLC. customers to assume they have an expectation of privacy.   The President or VP of Engineering may from time to time elect to enter into such an agreement.   Therefore, an NDA procedure shall be established within the QMS.

Individual Agreements Due to the collaborative nature of our organization, those people in staff positions are expressly asked not to enter an individual NDA.

8.2
Requirements for Products and Services

8.2.1   Customer Communication

The organization shall effectively document communications with customers in relation to 

A. product information,

B. inquiries, contracts, or order handling, including amendments, and
C. customer feedback, including customer complaints.

8.2.2 Determination of requirements related to the product


Determination shall be made for 
A. requirements specified by the customer, including delivery and post-delivery activities,  
B. requirements not stated by the customer, but necessary for specified or intended use, where known,

C. statutory and regulatory requirements applicable to the product, and 

D. any additional requirements considered necessary by the organization.

8.2.3 Review of requirements for the products

Procedures and Work Instructions shall be established for a review of the requirements related to the product. This review shall be conducted prior to the organization’s commitment to supply a product to the customer and shall ensure that:

A. product requirements are defined,

B. contract or order requirements differing from those previously expressed are resolved, and

C. the organization can meet the defined requirements.

Records of the results of the review and actions arising from the review shall be maintained.
Where the customer provides no documented statement of requirement, the organization shall confirm the requirements before acceptance.

8.3
Design and Development

Excluded
8.4
Control of Externally Provided Processes, Products and Services
Metro Plastics Technologies, LLC. establishes and maintains documented procedure(s) to ensure that purchased products and services conform to specified purchasing requirements.  These requirements include government safety and environmental regulations.  The extent of control applied to the supplier and the purchased product shall be dependent upon the effect of the purchased product on subsequent product realization or the final product.


The QMS will establish and maintain procedure(s) by which suppliers are evaluated, selected, and re-evaluated.  It is noted on the PO that the vendors are rated and evaluated. These procedure(s) will include, where appropriate, an assessment of the supplier’s Quality System and specific Quality Assurance requirements.  Purchasing shall maintain records of acceptable suppliers, results of evaluations and any necessary actions arising from the evaluations. 

8.4.3
Information for External Providers
Purchasing documents shall have information describing the product and or service to be purchased.  These documents will include where appropriate:

A.  Requirements for approval of product, procedures, process, and equipment,
B.  Requirements for qualification of personnel, and

C.  Quality management systems requirements.   
The Materials Purchasing Manager shall ensure the adequacy of specified purchase requirements prior to their communication to the supplier.  
8.5      Production and Service Provision 

8.5.1 
Control of Production and Service Provision

Metro Plastics Technologies produces products under controlled conditions.  Controlled conditions shall include, as applicable, 
A. documents describing the characteristics of the product or services, these documents are to be controlled and available for reference,
B. work instructions reference which includes all pertinent information needed for the operation and control of all processes that directly affect the quality of the product,
C. suitable equipment, and personnel as appropriate, 
D. availability and  use of monitoring and measuring equipment, 
E. the implementation of monitoring and measurement, and

F. implementation of product release, delivery, and post-delivery activities. 

Metro Plastics Technologies shall validate any processes for production, where the resulting output cannot be verified by subsequent monitoring or measurements and, therefore, deficiencies become apparent only after product is in use. 
Such validation shall demonstrate the ability of the process to achieve planned results. 

Arrangements shall be established for these processes including, as applicable,

A. defining criteria for review and approval of the processes,

B. approval of equipment and qualification of personnel,

C. use of specific methods and procedures,

D. requirements for records,

E. and revalidation.

8.5.2
Identification and Traceability

The product shall be identified by suitable means throughout product realization. 

Product status shall be identified with respect to monitoring and measurement requirements throughout product realization.

Where traceability is required, Metro shall control and record the unique identification of the product.

8.5.3 
Customer Property

Care shall be exercised with customer property while it is under the organization’s control or being used by the organization.  The organization shall identify, verify, protect, and safeguard customer property provided for use or incorporation into the product.  If any customer’s property is lost, damaged, or otherwise found to be unsuitable for use, the organization shall report this to the customer and maintain records.

8.5.4 and 8.5.5 Preservation of Product

Metro Plastics Technologies shall establish and maintain documented procedures for the identification, handling, storage, packaging, preservation, and delivery of product to the intended destination. Preservation shall apply to the component parts of a product, when applicable.

The QMS shall establish and implement the inspection and /or other activities necessary for ensuring that purchased product meets specified purchase requirements.

8.5.6   Control of Changes 
Where product requirements are changed, the organization shall ensure that relevant documents are amended and that relevant personnel are made aware of the change in requirements.
8.6        Release of Products
When Metro or its customer proposes to verify purchased products/services at the supplier’s premises, we shall specify verification arrangements and the method of product release in the purchasing information.  When Metro’s customer specifies in the contract, the customer’s representative shall be afforded the right to verify that product conforms to specified requirements either at Metro’s premise or the supplier’s premise.


This verification shall not be used as evidence of effective Quality control by the supplier or absolve the supplier of the responsibility to provide acceptable product; nor shall it preclude subsequent rejection by the customer.

Metro Plastics Technologies shall monitor and measure the characteristics of the product at requirements that have been met.  This shall be carried out at appropriate stages of the product realization process in accordance with the planned arrangements. Evidence of conformity with acceptance criteria shall be maintained.

8.7      Control of Nonconforming Product

Metro Plastics Technologies quality system shall provide procedures to ensure that product which does not conform to product requirements is identified and controlled to prevent its unintended use or delivery. A documented procedure shall be established to define the controls and related responsibilities and authorities for dealing with nonconforming products.

The procedures shall include one of the following ways of dealing with nonconforming product:

A. by taking action to eliminate the detected nonconformity.
B. by authorizing the products use, release or acceptance under concession by a relevant authority and where applicable, by the customer 

C   by acting appropriate to the effects, or potential effects, of the non- conformity when nonconforming product is detected after delivery or use has started.
When a nonconforming product is corrected it shall be subject to re-verification to demonstrate conformity to the requirements.

Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained, shall be maintained.
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