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Process: 8.4  Control of Externally Provided Processes, Products and Services
Process Owner:  Purchasing Management
Process Description: This procedure describes the Purchasing System, (including selection and evaluation of sub-contractors) from inception of the Purchase Requisition to the conclusion at Receiving Verification. This includes any records of supplier evaluation and performance.
Process Inputs: ISO9001, ISO10012, ISO17025, AS9100, ANSI-Z540.3, ATEX114, IEC80079-34, 10CFR21, 2011/65/EU, 10CFR50 Appendix B, Purchase requisition, contract review requirements, relevant interested party requirements, and Business System Database (BSD) requirements.

Process Measurements: Supplier Performance Rating System and associated supplier performance metrics.
Output/Records: Supplier Surveys, Supplier Audit Reports, Supplier Rating Data, Supplier Performance Reports, Material Rejection Reports (MRR) and supplier Corrective Action Reports (CAR).

Responsibilities:
1) Purchasing department employees are responsible for placing the Purchase Order (PD000) and maintaining a procurement system that adequately describes the product.  The end user is responsible to supply adequate specifications and technical data for the materials to be purchased.  Quality Assurance departments are responsible for product verification upon receipt.

8.4) Control of externally provided processes, products and services
8.4.1)  1) The documented purchasing system ensures externally provided processes, products, and services conform to our purchase order requirements.  Purchases at PCB Piezotronics, Inc. may be initiated using a Purchase Requisition from the Business System Database (BSD).  Requisition information ensures that a customer-designated external provider and/or source of a special process are utilized when required.  The process is conducted per Purchasing Requisition procedure PD2012. The purchasing department employees are responsible for the conformity of all externally provided processes, products, and services, including from any external sources required by the customer.  To ensure that external providers apply appropriate controls, to the extent necessary, to their direct and sub-tier external providers to meet requirements, the purchasing department conducts supplier survey and evaluation.  
2) Risks associated with the sourcing of external processes, products, and services, including selection and use of the providers, are identified and managed through the monitoring of supplier performance and associated metrics.    
3) Evaluation and selection controls applied to externally provided processes, products, and service suppliers is maintained by Purchasing, Quality Assurance and the end user at PCB Piezotronics, Inc.  PCB suppliers include not only vendors of physical parts, processes, or products, but also providers of services or processes that affect our own products and services, or those provided directly to the customer on our behalf or as a decision by our organization.  The criteria for the evaluation, selection, monitoring and performance, and re-evaluation of external providers is relevant to the material being procured, potential impact to final product, capability to supply materials that conform to requirements, demonstrated quality and delivery performance (see Supplier Evaluation PD05), and resulting actions taken.
8.4.1.1)  1) The Supplier Approval process (PD01) defines the responsibilities and authority for the approval status decision, changes of the approval status, and the conditions for controlled use of the provider dependent upon their approval status.  Quality system certification expiration date and survey due dates are monitored by Purchasing Supplier Development. Purchasing maintains completed Supplier Self Surveys per Document Revision Index CS002.  Supplier Development approves/disapproves candidate suppliers based upon their quality system: Supplier Accreditation or Certification, Supplier Self Survey and/or supplier on-site audit.  Purchasing may approve a new supplier purchase prior to receiving the completed Supplier Self Survey by placing supplier on probation.  PCB’s Approved Supplier List (ASL) provides a register and the scope of approval, via category (per PD123), for the types of materials that the supplier is approved to supply.  Review of supplier quality and delivery performance is conducted by Purchasing Management during Policy Deployment review.  Records of the reviews are maintained in Policy Deployment and supporting data.  Suppliers that do not meet requirements are processed per PD2032.  When documented information is to be created by and/or retained by an external provider, the purchasing department will define the information control requirements. 

2) Source Change Control: The process for documenting and controlling source changes for Program Model components is defined in Source Change Control QA16.
3) Supplier Rating System – On Time Delivery & Quality Performance: Supplier Evaluation (PD05) is used for rating approved suppliers.  The purchasing department is responsible for monitoring supplier quality and delivery per procedure PD2022.  Periodic performance reviews may result in corrective actions taken per PD06 Supplier Corrective Action.
4) Supplier Corrective Action & Supplier Disapproval: Suppliers having an unacceptable evaluation may require corrective action per Supplier Corrective Action process PD06.  Suppliers that do not provide response and do not demonstrate or show a willingness to improve their inefficiencies will be targeted for replacement.
5) Supplier Obsoleted Components: PCB items that are obsoleted by a supplier will be communicated to the appropriate operational, engineering or sales personnel.  The replacement supplier shall be qualified per the requirements of this procedure.
6) Supplier Records: When required by PCB, customer contract and/or statutory or regulatory requirements, specific record maintenance requirements are flowed down to suppliers through surveys (i.e. PD120). A signed copy of acceptance is maintained in their supplier record per CS002. The survey form defines the types of records and their retention requirements for PCB suppliers.  All supplier-retained records must be made available upon the request of PCB, our customers and regulatory representatives and stored and protected to ensure readability and retrieveability.

7) RoHS documentation and Item Maintenance: It is the responsibility of Purchasing Dept. to request supporting documentation for RoHS compliant items from suppliers in accordance with RA01RoHS Documentation.
8) Procurement of Product Certified to ATEX114 / IEC80079-34:  PCB is responsible for ensuring conformance of all manufactured product with the EC type-examination certificate.  While manufacture, test and final inspection may be subcontracted; the Authorized Person for the EC type-examination certificate is responsible for conformance verification of any out sourced process.  

Suppliers providing a product, process, or service that can affect the product’s compliance with the EC type examination 

certificates are selected after evaluation demonstrating their capability to meet specified product requirements.  

All suppliers of components for intrinsically safe product manufacture are evaluated per the requirements of this procedure.

PCB conducts one or more of the following methods for supplier evaluation:

a) Verification of supplier accreditation or certification by a third party to an appropriate recognized standard (e.g. ISO9001) by obtaining a copy of the certification.  If certified, the certification expiration date will be tracked in the Supplier Quality and Rating System Spreadsheet as the next due date for supplier certification confirmation.   

b) A documented supplier survey evaluation providing evidence that the supplier can provide product or processes fit for the intended purpose,

c) A documented on-site evaluation/assessment (see PD103 Supplier Quality Assessment Tool) as directed by Quality Assurance Engineer.  Basic requirements of ISO9001 and/or AS9100 are a guideline for evaluating evidence of capability(s).  This assessment will take place when standard survey or other means do not clearly illustrate relevant controls and the supplier’s capability may be in question by the Authorized Person, Quality Assurance Manager or Purchasing Manager.  This evaluation will take into account: 

i. criticality of the product, process or service;

ii. degree of difficulty, or variability in the manufacturing process;

iii. supplier location and effectiveness of communication;

iv. does the supplier, in turn sub-contract any process, product or service?
d) Requirements for calibration service suppliers are documented in level II procedure QAM 7.1.5.
e) e) When product features affecting the protection type cannot be verified at a later manufacturing stage (e.g. encapsulated intrinsically safe circuits) the applicable supplier will undergo periodic (not to exceed one year) assessments at the supplier’s facility to ensure relevant controls are available, documented, understood and effective.  The results of these documented assessments will be retained in the supplier file.  For suppliers unused for a period exceeding one year, they shall be re-evaluated prior to placing order.  When PCB fully verifies each product, process or service for conformance to the EC type-examination certificate, the requirements in this section are not mandatory.  The responsibility for ensuring compliance in this regard is assigned to the Authorized Person.  Ongoing review of supplier ability to provide conforming product, process or service will be evaluated (PD05) at periods not to exceed one year.

8.4.2) Type and Extent of Control

1) To ensure that externally provided processes, products, and services do not adversely affect our ability to deliver conforming products and services to our customers, the methods are controlled through our quality management system (TCS).  Controls to be applied to the external provider and the resulting output are defined in this procedure.  Also considered is the potential impact of the externally provided process, product, or service on our ability to consistently meet customer and applicable statutory and regulatory requirements, the effectiveness of controls applied to the provider, results of periodic supplier performance review, and verification or other activities necessary to ensure outputs meet requirements.

2) In accordance with any risks identified by relevant authorities, verification activities are performed accordingly when there is a high risk of nonconformities including counterfeit parts.  Regardless of any customer verification activities performed at any level of the supply chain, PCB is responsible for ensuring supplier outputs meet requirements.

3)  All purchased products are verified to purchase order requirements prior to release to the end user.  No positive recall process is used at PCB.

4)  When required by PCB or customer contractual requirements as identified on the purchase order, product verification activities delegated to suppliers are listed in the Business System Database (BSD) located in the Vendor Form, Category drop-down box, by supplier name.  These activities are monitored for effectiveness.

5) When required by PCB or customer contractual requirements as identified on the purchase order, raw materials where certification and test reports are used to verify product acceptance, are periodically validated by independent testing laboratories per Verification of Raw Material QA13.  Records of validation are maintained per Document Revision Index CS002.

6) PCB has established inspection processes that ensure purchased product meets specified purchase order requirements.  Product is routed to Quality Assurance for inspection to purchase order requirements when indicated in BSD QCS supplier module, or as directed by the Quality Assurance Manager.  Inspection requirements are entered as notification into the BSD QCS supplier software accessed by the receiving department.  Maintenance of these inspection requirements is conducted through daily review of “POs entered daily report”, whereby inspection department employees are responsible for updating BSD inspection requirements, ensuring purchased items used in the manufacture of PCB products are verified prior to release to production.  


Purchasing is responsible for ensuring that inspection requirements are stated on the Purchase Order as indicated on the requisition.  Quality Assurance Inspection will complete the required product verification to documented specifications per Quality Assurance Inspection Process procedures QA07 and QA08.  These verification activities may include:

a) obtaining objective evidence from suppliers of product quality such as C of C’s and process control data,

b) product inspection and audit at supplier facility,

c) review of documentation required by purchase order,

d) inspection of product to BSD requirements,

e) inspection of electronic components for counterfeit prevention (AS5553) per QA1030,

f) delegation of verification to the supplier or supplier certification.


7) Product found to be non-compliant with purchase order specifications is processed per QA06 Control of Purchased Product Nonconforming Material. 

8) When it is impractical to carry out inspections/tests at PCB for supplied products, supplier verification is conducted through controlled drawings and procedures as indicated in Purchase Order (PD000).  All reporting is verified for acceptance by PCB per QA07.

9) Where specified by customer contract requirements, the Purchasing Department shall arrange that the customer or the customer’s representative shall be afforded the right to verify at the supplier’s, or PCB’s, premises that subcontracted product conforms to specified requirements (see PO Terms and Conditions). 

10) Verification of Product Certified to ATEX114 and IEC80079-34: For purchased products that can compromise the type of protection of a product, the Authorized Person, Purchasing Manager, Supplier Quality Engineer and Quality Assurance Manager will determine and implement verification arrangements to demonstrate product compliance with the EC type examination certificate.  The determination of factors relating to this verification will take into account the nature of the product, supplier and how critical the item is to the type of protection.  The material will be verified at receiving inspection and/or end user inspection, as appropriate, per the requirements outlined in this procedure. 
10.1) Suppliers that have been evaluated and have verified records as documented objective evidence demonstrating capabilities regarding intrinsically safe component manufacture, as outlined in this procedure, require no further 
verification. 

The Purchasing Department Buyer, along with the Quality Assurance Dept., will ensure that a certificate of conformance in accordance with QA1027 is received with each product shipment and retained as record.
10.2)When the EC type examination certificate specifies routine tests or inspections these will be conducted on each and 
every product by PCB receiving or end user inspection.  For tests or inspections to be performed by a supplier, the buyer will specify on the purchase order a quality plan confirmed by the supplier prior to purchase and a certificate of conformance in accordance with QA1027.  The certificate of conformance documentation must contain information to enable all products covered by it to be traced back to the raw materials.  At a minimum the following information will be provided:

i. the name and address of supplier;

ii. the identification of the product (name, type or model number, and any relevant supplementary information, such as lot,

  batch or serial number, sources and number of items);

iii. the reference standards or other normative documents in a precise, complete and clearly defined way;

iv. if relevant, all supplementary information that may be required such as grade, category;

v. the date of issue of the declaration;

vi. signature and title or an equivalent marking of authorized person;

vii. the statement that the declaration is issued under the sole responsibility of the supplier.


10.3) When verification of a product cannot be conducted after manufacture, the product will only be accepted with a certificate of conformance in accordance with QA1027 that specifically states compliance to the purchase order.

10.4)  All intrinsically safe products are 100% inspected and tested.  In the event these requirements are permitted to be 
sampled for compliance, the sample will be in accordance with ANSI-Z1.4 for demonstrating conformity of the entire batch as directed by the Quality Assurance Manager and Authorized Person.


10.5) When PCB or their suppliers require specialized skills, training or knowledge for verifying products to ensure compliance with the EC type examination certificate, Purchasing and the Authorized Person will document the requirements on the purchase order to ensure their implementation.  The Purchasing department will maintain all applicable completed supplier training records in the supplier file.  The Authorized Person will ensure PCB employee records are retained in the employee file.


10.6) PCB conducts all final inspection and testing of products.  In the event PCB chooses not to conduct these requirements and contracts them to a supplier to fulfill, it is the responsibility of PCB and the Authorized Person for ensuring the 
inspection 


and testing is compliant with the requirements outlined in the EC type examination certificate. Suppliers who provide product with evidence of conformity to the EC type examination certificate and have obtained Quality Assurance Notification will require no further product verification.  Product verification may still be conducted as considered necessary by the Authorized Person.
8.4.3) Information for External Providers

1) Purchasing department employees ensure the accuracy or purchase order requirements prior to communication to the external provider.  Purchase Orders (PD000) will completely specify requisitioned product (processes, products, and services to be provided including identification of any relevant technical data) per Purchase Order Creation procedure PD2007 and purchasing process PD02.  It is the responsibility of the requisitioner to inform purchasing of all pertinent product, customer and regulatory requirements.  Purchase Orders are reviewed and approved by the appropriate Buyer prior to issue in accordance with PD2007.  Purchase order information provided by the Buyer defines the approval requirements for:



a) products, services, methods, processes, and equipment,



b) the release of products and services,



c) required competence and qualification of persons conducting the work,



d) the external provider’s interactions with PCB,



e) control and monitoring of the external provider’s performance to be applied by PCB,



f) verification or validation activities that PCB, or our customer, intends to perform at the provider’s location,



g) pertinent design and development controls,


h) special requirements, critical items, or key characteristics,



i) testing, inspection, or verification of product and/or process,



j) inclusion of statistical techniques for product acceptance and related instructions for acceptance by PCB,



k) the need for external providers to:




i.) implement a quality management system,




ii.) use customer-designated or approved external providers including special processes,




iii.) notify PCB of any nonconformities for product, process, or service and obtain approval for their disposition,




iv.) prevent the use of counterfeit parts and/or materials (PD111, PD2046 and PD2047),

v.) notify PCB of changes to processes, products, or services, including changes to their external providers or location of manufacturer, and obtain PCB approval,




vi.) flow down to external providers applicable requirements including customer requirements,




vii.) provide test specimens for design approval, inspection/verification, investigation, or auditing,




viii.) retain documented information, including retention periods and disposition requirements,

l) the right of access by PCB, our customers, and regulatory authorities to the applicable areas of facilities and to applicable          

   documented information, at any level of the supply chain,



m) ensuring that persons are aware of their contribution to product and service conformity; their contribution to product 



    safety; and the importance of ethical behavior.


If drawings, specifications, diskettes, special instructions or other technical data are pertinent to the purchase order, they will be obtained from G drive in the PCB network to insure positive identification of the ordered products and to verify the latest revision.  Drawings are sent with all relevant purchase orders.

2) Product Certified to ATEX114 and IEC80079-34 Information: PCB purchase order documents will clearly describe the specific requirements pertaining to subcontracted product documented in the EC type-examination certificate and equipment documents (e.g. for process control, testing or inspection).  The Authorized Person and Purchasing Manager are responsible for reviewing and ensuring these requirements are defined in the purchase order.

For product where conformance cannot be verified after manufacture (e.g. encapsulated intrinsically safe circuits) the purchasing information will describe the specific quality procedures, resources and sequence of activities relevant to the particular item ordered.  The authorized individual will provide the purchasing department the required information addressing these requirements with the Purchase Requisition Form.

3) PCB maintains traceability of purchase order documentation to supplied product (and corresponding documentation) through BSD purchase order number and assigned lot number identification.  
Reference Documents: BSD, MRR, CAR, CS002, PD01, PD02, PD05, PD06, PD000, PD103, PD111, PD115, PD116, PD117, PD120, PD123, PD2012, PD2022, PD2007, PD2032, PD2046, PD2047, QA06, QA07, QA08, QA13, QA16, QA1027, QA1030, RA01. 
Unusual Conditions: N/A
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