PCB Piezotronics, Inc.
                     
[image: image2.png]ICS)




Clause: 8.7 


Quality Assurance Manual (QAM)

Page: 1 of 5 
Revision & Date: B, 04/08/2021


Approved by:


[image: image1]

Process: 8.7  Control of Nonconforming Outputs
Process Owner: The Quality Assurance Manager, Operations Managers and associated Supervisors, Material Review Board (MRB) Representatives and Department Responsible Employees documented per the MRB Representatives and Responsible Employees form QA018 are the process owners.

Process Description: To prevent the delivery of unapproved or non-conforming product, to document the delivery of product under customer deviation, to define the process for deviation from specified requirements and to define appropriate corrective action in order to avoid reoccurrence.

Process Inputs: AS9100, ISO9001, ISO17025, IEC80079-34, 10CFR21, Material Disposition Reports (QA020), Quality Concerns (SM012), Product Deviation Form (SM011), Engineering Change Order (DD002), In-Process Non-Conforming Material Report (TA081), PCB Machining Center Discrepant Material Report (DMR – MS069).
Process Measurements: Quality Concerns (QC - SM012), Material Disposition Reports (MDR – QA020), Business System Database (BSD) Yield and/or Scrap Reports and BSD Labor Tracking Trends resulting in Continuous Improvement Plans (CIP’s).

Output / Records: Process Measurements defined above including but not limited to Quality Concerns, Material Disposition Reports, product disposition records, BSD Yield and/or Scrap and/or Efficiency reports, Process Improvement Plans resulting from trends analysis are reviewed by Management Team during Technology Center / Division Policy Deployment Reviews. 

Responsibilities: All PCB employees are responsible for identifying and documenting component, product, or service nonconformities.  Process owners defined in this procedure are responsible for ensuring nonconforming product is processed in accordance with the requirements of this procedure.  

Definitions: For nonconforming product definitions see QA019.

8.7) Control of Nonconforming Outputs
8.7.1)  1) This procedure defines the requirements for ensuring that outputs (e.g. nonconforming product or service generated internally, received from an external provider, or identified by a customer) that do not conform to their requirements are identified and controlled to prevent their unintended delivery, and the corresponding responsibilities and authorities for the disposition of nonconforming product (see QA018).  Records of the nonconformity description, actions taken, any concessions obtained, relevant authorities and corresponding results are maintained in the format(s) described herein. 
2) Material Review Board

NOTE: All “Program” (ENG-5555-04), “Export Control Information” (ENG-5555-07), and “ITAR” (ENG-5555-05) product determined to be nonconforming shall be dispositioned in accordance with TA01, TA02, TA03, or TA04, depending on process center.  

PCB’s Material Review Board is defined on document QA018 (MRB Listing), whereby documented job descriptions indicate employee authorization based upon knowledge and experience.  This Material Review Board listing (QA018) is re-affirmed by the management team during quarterly management reviews as noted in management review meeting minutes.

The following criteria define the required use and implementation of PCB’s Material Review Board (QA018):

a) When required by customer contract, the MRB will review and disposition nonconforming material.

b) Nonconforming product that is unable to be dispositioned through standard documented manufacturing practices shall be submitted to the Material Review Board (MRB) for disposition.  Standard manufacturing practices may include:  Reworked or salvaged in accordance with documented manufacturing assembly procedures, testing procedures, required components defined in corresponding Bill of Material (BOM), job routers, other documented product specifications or customer contractual specification requirements.

c) Dependent upon the scope of the customer contract and/or product specifications, responsible employees may submit nonconforming product to the MRB for review and disposition.

2.1) Dispositions of use-as-is or repair for the acceptance of nonconforming products are only implemented:


a) after obtaining approval from the PCB Material Review Board.


b) after documented authorization by the customer.

3) Non-conforming product that is corrected, reworked or salvaged must be returned for inspection and testing to documented specifications originally required for that component, sub-assembly or finished product.  Inspection and test results recorded on job routers or other required manufacturing documentation shall indicate compliance to all specification requirements.

4) Nonconforming product under customer-authorized concession shall be identified, traceable and packaged in accordance with documented customer handling requirements in addition to the requirements of this procedure.
5) All nonconforming products shall be identified immediately by:

a) Segregating (also called containment) the product from any production process to prevent unintended use, and/or;

b) By containing (see TA05) the product and placing the material with the completed required form defined in this procedure into a “Non-Conforming Product Hold Area” to prevent unintended use prior to material disposition.   

6) Delivered Nonconforming Product:

In the event of non-conforming product detected after delivery, the product is documented using the internal corrective action system (Quality Concern form SM012, procedure QAM 10 and SM25 Customer Complaint).  In the event a recall is realized; then process QA12 shall be implemented.  The responsible Sales Authority, working with the Quality Assurance department, notifies the customer(s) and any other interested party of the nonconformance and attaches evidence of correspondence to the Quality Concern.  Customer(s) notification will consist of a clear description of the nonconformity, including as necessary the parts affected, customer and/or PCB Piezotronics, Inc. part identification (model and serial numbers), quantity and delivery dates.  These products are tracked for corrective and preventive action regarding same or similar product.  If the non-conforming product may cause a potentially unsafe condition, within 24 hours the customer(s) shall be provided a communication that is identified by including the title “Notification of Potentially Unsafe Condition”. As per Code of Federal Regulations Title 10 Part 21, PCB has implemented the procedure QA1026 Compliance to NC Regulation 10CFR Part 21 and is posted on selected bulletin boards throughout the organization. 
7) Corrective Action Review:

Product that is Rework/Repaired or Scrapped will be documented through the BSD with the appropriate reason code following MS1053 Labor Tracking System.  The Labor Tracking System shall be used to evaluate the causes of material nonconformities and the associated results of implemented corrective action.  Operation Managers and/or delegated department supervisors, Engineering and Quality Assurance may utilize any realized data trends in developing Process Improvement Plans (PIP) or other continuous improvement actions. 

All finalized TA081 Inprocess Non-conforming Material Reports are stored with the original job router and/or are stored on network traceable by job number.  Disposition is listed on the TA081 In-process Non-conforming Material Report form.

8) PCB Machining Center Nonconforming Product:
Nonconforming material is controlled per Machine Shop Handbook MS1078 section 8, and identified with Discrepant Material Report (DMR - form MS069) and/or a Material Disposition Report (MDR - form QA020). 

9) Engineering Department - Nonconforming Product Handling:

In the event nonconforming product is utilized within the engineering department for research and development purposes, the product shall be under control of the engineer by keeping at their workstation until scrapped. If item is subsequently intended for production use or within a production area, then an In-Process Nonconforming Material Report (form TA081) shall be completed by engineer and kept with item manufacturing record. 
10) Customer-Supplied Product:

All customer-supplied products are dispositioned and maintained per SM1009 Customer Supplied Product Procedure, TA14 Repairs Department process, TA17 Rework of Customer Product, TA19 Scrapping Customer Product and TA22 Evaluation of Customer Product and EN05 Failure Analysis.  Any required containment action is documented and recorded on the Material Disposition Report (MDR-QA020) form or a Quality Concern form SM012.

11) Logistics Nonconforming Product:


In the event a nonconformance is realized while processing product in Logistics, Receiving (LG01) and Receiving 

Material (LG1041); define requirements for handling a nonconformance.  
12) Manufacturing Deviation:

In the event a deviation is required, an MDN (Material Deviation Notice - form EN082) shall be completed by the responsible engineer per MDN Process EN31.  
13) Manufacturing Assembly Non-Conformances:

Components and Sub-Assemblies:
Nonconforming material shall be controlled per this procedure (see also TA01, and TA1200, and MS1078h).  If Program (ENG-5555-04), “Export Control Information” (ENG-5555-07), or ITAR (ENG-5555-05), item shall be rendered unusable and unrecognizable (destroy the item) before placing in secured scrap container, unless being placed in a container designated to have all contents destroyed prior to release/shipment from PCB facility (see TA1200). It is also acceptable to follow MS1078h for disposal of non-conforming Program, ITAR, or Export Controlled Information material at PCB machining centers. If item is a metal retained for reclaim, place item in container clearly marked “Scrap Material Hold for Metal Reclaim” per TA1200 Nonconforming Components and Sub-Assemblies. Prior to release to a metal reclaim company, the department manager, or delegate, confirms material has been rendered unusable and unrecognizable.  A Certificate of Destruction shall be obtained stating all materials provided were destroyed.  Certificates of Destruction are stored in accordance with Document Index CS002.  

All employees are aware that they are required to empty their nonconforming part bins into the secured scrap bins at the end of each shift.  Tracking of these nonconforming parts and/or sub-assembles is achieved by review of the inventory transactions business system database (BSD) indicating scrap quantities and corresponding value.  In the event an undesirable trend is realized by the Inventory Control department (e.g. a high level of re-issued parts) a Quality Concern or MDR may be generated to address the concern.  

Operation Managers and/or delegated department supervisors with the engineering department may utilize inventory transaction data trends in developing Process Improvement Plans (PIP) or other continuous improvement actions.          
In-Process and/or Finished Products.

Nonconforming in-process or finished products shall be dispositioned (i.e.: scrap, rework, use as is, etc.) using the In-process Non-conforming Material Report (TA081). If Program (ENG-5555-04), “Export Control Information” (ENG-5555-07), or ITAR (ENG-5555-05) product, the technician shall render item unusable and unrecognizable per form instructions.  Nonconforming finished or inventoried items require QA020 (job router is closed).  Material Review Board responsibilities are defined in QA018.  

Note: Nonconforming product that is to be immediately scrapped at workstation (i.e.: a broken crystal), does not need to be documented on a TA081 form. Reworking product without a TA081 Form may be conducted per TA1201 instructions.
14)  Manufacturing Nonconforming Product Control:

All manufacturing employees are responsible for ensuring that “Non-Conforming Material” is placed in the department’s secure scrap container per requirements of TA1200 Nonconforming components and sub-assemblies.  

If a workstation scrap container is used, the container shall be emptied into the department’s secured scrap container per requirements of TA1200.

Employees processing nonconforming material (see QA018 for authorized employee listing) shall ensure the required form used is completed per the requirements defined in the documented form instructions.  For manufacturing processes (see TA01) the completed required form used shall be retained with manufacturing documentation.  All other nonconforming processes specify the required forms to be maintained as record(s) of disposition (see TA02 Scrap process, TA03 Rework Process, TA04 NCP for Components & Services, TA05 Containment Process, and TA06 Re-Grade for Alternate Applications).  

15)  Disposition Information: 


Rework/Repair:  Parts are reworked and/or repaired to meet part specifications by the appropriate resources and documented using the TA081 Inprocess Non-conforming Material Report.  The rework/repair material will be split from the original lot and shall be tracked under the TA081 Inprocess Non-conforming Material Report.  Any applicable TA Machining steps shall be documented as the first operation step followed by the first Assembly step.  All subsequent assembly steps must be followed from the Router for the product.  To ensure all subsequent Assembly steps are completed per router requirements, a re-print of the original router is generated with the Serial Number Listing Page or a copy of the original router is attached to the TA081 Inprocess Non-conforming Material Report.  The re-printed router is used to document all subsequent operation steps for product completion.

Scrap:  Shall be controlled per this procedure.  Product is removed from secured department containers only by authorized personnel identified per Manufacturing management and Preventive Maintenance database record, and then permanently disposed.  When required by the customer and thereby specified on manufacturing documentation, product will be physically rendered unusable and unrecognizable per defined instructions and documented on TA081 Inprocess Non-conforming Material Report.  Evidence of compliance shall be recorded on the TA081 Inprocess Non-conforming Material Report.

Accept by concession: Products may be accepted by concession by the Customer and/or the Sales Application Engineer acting as voice of the customer.  This is accomplished thru the use of the SM011 Product Deviation form (or on customer form if specifically requested by the customer).  The process used to obtain a documented customer concession is defined in SM11.

Regraded for Alternative Applications: Products that do not meet all specifications may be regraded as display or demonstration units and are marked accordingly.  Review is by the Product Line Supervisor, Operations Manager, Lead Engineer, Division Manager and/or delegate(s).  MRB disposition authority is recorded on the TA081.

16)  Supplier Non-Conforming Product (NCP):

Subcontractor-supplied product that is found to be non-conforming at Receiving Inspection QA08, or by the end-user, must be reported on a Material Rejection Report (MRR-Syteline form) or Corrective Action Request (CAR-Syteline form).  The MRR or CAR is processed and forwarded to vendor per supplier corrective action process QA06 and Returning of NCP to supplier PD08.  MRR and CAR forms are reviewed and dispositioned by documented relevant authorities.  Components and services departments (see QA013) are considered “in-house suppliers” and non-conforming material delivered to a Technology Center / Division or end user shall be identified and dispositioned using the MDR (QA020) form.  Containment action required is documented and recorded on the MDR form per TA05.  When PCB requires reimbursement from the supplier, the MDR is forwarded to the quality engineer who may also initiate an MRR or CAR.  Recovery of monetary damages may be conducted using a Supplier Reimbursement Worksheet QA114.
17)  Corrective / Preventative Action:

Product that is reworked or scrapped in-process, as documented on a TA081 In-process Non-conforming Material Report (TA081) or Material Disposition Report (MDR – form QA020), is entered into the BSD with assigned reason codes per MS1053 Labor Tracking.  Customized reports within the BSD summarize this data for trend analysis.  The output from these reports may be used to develop Process Improvement Plans that determine the root cause, corrective and preventative actions necessary for Continuous Improvement.

TA081 In-process Non-conforming Material Report (TA081) scrap codes, and/or Quality Concern (SM012) trends, are evaluated within the Technology Center / Divisions and may be used to develop Process Improvement Plans to determine the root cause, corrective and preventative actions necessary for Continuous Improvement.  Periodic Policy Deployment reporting by Technology Centers and support groups, to top management, also ensures effective continuous improvement.

18)  Product certified to Directive ATEX114 and IEC80079-34:

One of the purposes of ATEX114 (IEC80079-34) is to prevent nonconforming product that does not comply with the EC type examination certificate from being supplied to a customer.  In the event of occurrence and in addition to the requirements of this procedure, the Authorized Person and Quality Assurance Manager initiate a SM012 Quality Concern to begin action appropriate to the degree of risk.  All products are tracked by serial number to identify recipient.   

Note: It is recommended that the Authorized person contact the notified body responsible for the issue of the EC Type Examination Certificate.

In the event that unsafe nonconforming product has been supplied to a customer, the Authorized Person must inform the customer and the notified body in writing.

When it is not possible to trace unsafe delivered product (i.e.: product supplied by a distributor, or a high volume product) then the Authorized Person must place a notice in appropriate publications providing recommended action to be taken.

In the event that PCB delivers nonconforming product to a customer, documentation must be retained for a minimum of 10 years after date of manufacture including:

a) serial number or identification of products supplied

b) customer(s) who received the product

c) action taken to inform customers and the relevant notified body in the case of unsafe nonconforming    product

d) action taken to implement corrective and preventive action

PCB will at no time implement concessions that take the product outside of the design defined in the EC-Type Examination Certificate and supporting technical documentation.

Reference Documents: DD02, DD002, EN31, EN082, LG01, LG1041, MS069, MS1053, MS1078, PD08, QA06, QA07, QA08, QA12, QA013, QA018, QA019, QA020, QA114, QA1026, SM11, SM25, SM011, SM012, SM1009, TA01, TA02, TA03, TA04, TA05, TA06, TA14, TA17, TA19, TA22, TA081, TA1200, TA1201.  

Unusual Conditions: 

Based on Customer Contractual requirements, the forms listed in this procedure may be substituted for Customer required forms or Customer required forms may also be completed in addition to the forms listed in this procedure.

When necessary to comply with the requirements of AS9100, required by customer contract and/or statutory/regulatory authority requirements:  

Note 1:  If the product is a customer design or the nonconformity departs from contract requirements, PCB cannot disposition the product with “Use-As-Is” or “Repair”, unless authorized by the customer.  

Note 2:  If the product is a PCB design, the nonconformity still meets customer performance specifications, and does not depart from customer specified requirements PCB engineering can disposition the product with “Use-As-Is” or “Repair”, unless specifically restricted in the contract.
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