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Process: 10  Improvement
Process Owner: Senior Leadership Team
Process Description: To determine and select opportunities for improvement and implement any necessary actions to meet customer requirements and enhance customer satisfaction.  
Process Inputs: Standard (s) requirements: ISO9001, ISO17025, AS9100, ANSI-Z540.3, ATEX114, IEC80079-34, 2011/65/EU, 10CFR21 and 10CFR50 Appendix B, External provider performance measurements, Customer complaint database, Material Disposition Reports (MDR), Discrepant Material Report (DMR), Syteline Material Rejection Reports (MRR), Customer Corrective Action Request (CAR), Customer Management Database (CMD) and Management Review Action Items.

Process Measurements: Policy deployment metrics.
Output / Records: Policy deployment spreadsheets and resulting action items and improvement plans. Quality Concerns, Material Disposition Reports (MDR), Discrepant Material Report (DMR), Syteline Material Rejection Reports (MRR), Syteline Corrective Action Reports (CAR), Audit Finding (QA005), Corrective Action Database, Management review form QA139. 

Responsibilities: President, Senior Leadership Team and all remaining PCB Piezotronics Inc. employees.

10) Improvement
10.1)  1) PCB has determined and selected opportunities for improvement and shall implement any necessary actions to meet customer requirements and enhance customer satisfaction.  These necessary actions include:

a) improving products and services to meet requirements as well as to address future needs and expectations,
b) correcting, preventing, or reducing undesired effects,

c) improving the performance and effectiveness of our quality management system.

10.2)  Nonconformity and Corrective Action
10.2.1)  1) When nonconformity occurs, including any arising from complaints, PCB employees are responsible for complying with  our quality management system processes in the effort to:

a) react to the nonconformity and, as applicable, take action to control and correct it and also deal with the consequences,
b) evaluate the need for action to eliminate the causes of the nonconformity, in order that it does not recur or occur elsewhere by:
i. reviewing and analyzing the nonconformity,

ii. determining the causes of the nonconformity, including nonconformities related to human factors (commonly referred to as “human error”, this response is not acceptable as the lower-level specific root cause shall always be used when determining corrective action to be taken), 
iii. determining if similar nonconformities exist or could potentially occur,

c) implement any action taken,

d) review the effectiveness of any corrective action taken,

e) update any necessary risks and/or opportunities determined during planning,

f) making any necessary changes to the quality management system,
g) flow down corrective action requirements to an external provider when it is determined that the external provider is responsible for the nonconformity,

h) take specific actions when timely and effective corrective action is not achieved.

2) Corrective action taken shall be appropriate to the effects of the nonconformity encountered.  Documented information is maintained that defines the nonconformity and corrective action management process.

10.2.2)  General
1) Documented information, as defined in this section, is retained as evidence of the nature of the nonconformities and any subsequent actions taken, and also the results of any corrective action.  Significant implemented corrective action is reviewed and verified at a later date to ensure additional nonconformities have not occurred and that the solution is effective.  Records of implemented corrective and preventive action with their corresponding results are maintained in the format(s) described in this section. 
2) A Syteline Corrective Action Request (CAR) shall be entered into the Syteline Corrective Action Request (CAR) database in the event of a customer complaint (Customer Complaint Process SM25) or a product within its warranty period and substantiated as being the fault of PCB by subsequent Failure Analysis (see EN05).  For Failure Analysis a Return Material Authorization (RMA) per SM09 is issued for tracking and control of the customer supplied product.  Returned products are processed in Repairs Department per TA14.  A CAR entry may be generated in the event of a situation in which a typical customer would complain.  Examples include but are not limited to: 

a.
Dissatisfied customer feedback;

b.
Shipping problem (e.g., product sent to wrong location);

c.
Order entry error that affects customer.

2.1) For internal suppliers (per QA013), a Material Disposition Report (MDR QA020) must be entered into the MDR database when material from an internal supplier is nonconforming.  If containment is necessary follow Containment process TA05.  The MDR shall be submitted to the Quality department for processing and entry into the MDR database.  
2.2) For an externally provided product, a Syteline Material Rejection Report (MRR) or Syteline supplier Corrective Action Report (CAR) shall be issued in accordance with QA06.
2.3) For a PCB delivered process, product or service, an entry shall be entered into the Syteline Corrective Action Request database, in a timely manner, by any employee who becomes aware of the nonconforming product or service, unless the employee has specific knowledge that this defect has already been reported in a previous database entry.  This action ensures that immediate evaluation of containment action is taken.
3) Containment activities resulting from a customer complaint, DMR, MDR or MRR are defined in the Containment Process procedure TA05.   
4) To initiate a Syteline Corrective Action Request (CAR) entry, see the Customer Complaint process map SM25.

4.1) The CAR entry due date shall be 30 days after issuance to insure timely containment, root cause and corrective action.  For Return Material Authorizations (RMA), the 30 day due date begins upon date of failure analysis completion identifying PCB responsible for defect.  Quality Assurance Management may request an earlier due date depending upon the severity and/or urgency of a corrective action to ensure timely resolution.  

4.2) For returns that, through failure analysis have been determined to be damaged by customer misuse (e.g.: the customer over-powered or over-shocked the unit), the customer will be notified of the analysis by the sales representative (CSR) performing the feedback procedure.  The CSR will inform the customer of the failure analysis result, explain how the problem occurs and advise how to avoid future occurrence.  
5) For internally supplied nonconforming process, product or service, a Material Disposition Report (MDR QA020) is generated and assigned to appropriate internal supplier representative by entering into the MDR corrective action database.  A 30 day due date is required.  Quality Assurance Management may request an earlier due date depending upon the severity and/or urgency of an MDR to ensure timely resolution.   
6) For externally provided process, product, or service (issued a PCB Purchase Order), nonconforming product is processed per QA06 utilizing a business system database Material Rejection Report (MRR) or a Corrective Action Report (CAR).  A due date of 30 days is assigned to the CAR unless otherwise directed by Quality Assurance.  Quality Assurance representative shall final disposition all vendor corrective action responses.  For Program product, the quality assurance representative per QA06 is responsible for obtaining Material Review Board sign-off (see QAM 8.7).
7)  Returned explosive atmospheres (ATEX) (ENG5555-02, -03) and “Program” (ENG5555-04) product may require Corrective Action Report (CAR) based upon failure analysis results.  See SM1009 RMA procedure.  Upon receipt of product, the Logistics Department will receive the Return Material Authorization (RMA) and forward the product to the Repairs department (per LG01).  

8) If it is determined that the failure was not the fault of PCB, or that further investigation into the incident would likely not produce any process improvement or problem reduction, a corrective action need not be initiated. Such situations might include, but are not limited to:

a) the existence of clear evidence of customer misuse or negligence,

b) an analysis that cannot conclusively identify a Root Cause of failure,

c) a failure mode that is currently known and being addressed.
9) The corrective action assignee is responsible for obtaining, documenting and completing the required information by the indicated due date for timely closure.  The Corrective Action Review Committee (see QA123) periodically reviews open corrective actions (e.g. audit findings, CARs, MDRs, MRRs) to ensure effective actions and timely closure.

9.1) If re-assignment of a corrective action (CA) is required due to the results of evaluation and analysis, the current assignee is responsible for re-assigning the CA by contacting the proposed assignee and conducting effective documentation transfer and tracking database updating.  Any exceptions must be approved by management and also the proposed recipient prior to re-assignment.  For corrective actions that are completed for all requirements except remaining customer feedback portion, the CA may be re-assigned to the Sales department representative for customer feedback documentation and closure as previously approved / agreed upon by both parties involved.  The re-assignment requirements of this section apply  

9.2) When intending to close corrective actions referencing a single open existing corrective action (CA), the assignee shall record the existing CA tracking number on the single CA being closed or on all remaining CA’s in the group being closed.  Therefore, the remaining open CA’s retain all tracking numbers for the relevant, closed documents.  This provides required traceability for follow-up verification.
10.) Corrective action (CA) requiring follow-up verification, as indicated by quality assurance management on either the document or database entry, are evaluated to ensure effective functioning of the internal corrective action system. All customer notification or recall CA’s shall be selected for follow-up verification. Quality Committee Members shall verify effectiveness using Follow-up Effectiveness Verification Report form QA008 for MDR’s and audit findings with same data retained electronically in the Syteline database. The quality department identifies the CA’s due for verification including the designated assignees.  The clerk updates documented information accordingly with the assignment of the responsible committee member.  Verification of CA effectiveness may be based upon severity of issue, presence of any recurrent workmanship deficiency, need for continuous improvement plan evaluation, or to assure comprehensive coverage of all manufacturing center processes, products or services.  All verifications performed by quality committee members are distributed for completion monthly.  Follow-up verification for Material Rejection Reports (MRR) or Corrective Action Reports (CAR), are based upon severity and/or criticality in accordance with PD06.  

10.1) If the Corrective Action (CA) is effective, QA008 is forwarded to Quality Assurance Management for approval.  Completed documentation is submitted to Quality Clerk to process.  If after consultation with manufacturing center the corrective and preventive action is deemed ineffective, the Quality Committee Member generates a new Syteline Corrective Action Request and attaches/uploads all objective evidence supporting this outcome, and closes the original corrective action.  For CA verifications that demonstrate effective resolution but lack sufficient time to accumulate objective evidence for closure, a re-visit at a later date may be employed.  The re-visit proposal and due date must be approved by Quality Assurance Management on the QA008 form.  

     Supplier corrective action deemed ineffective may prompt performance review, notification and potential removal from register of approved suppliers (see PD01).  In the event a follow-up CA review is deemed ineffective, and a current open CA may already address the issue; the Quality Committee Member may close the follow-up as ineffective only if there is confirmation with the open CA assignee that current corrective action(s) will address the concern.  If issue is adequately being addressed by an open CA, the follow-up CA tracking number shall be recorded with explanation (also committee member initials and date) in the open CA to indicate corresponding issues for effective review at time of closure.  Also, attach a copy of the open CA being referenced and/or record supporting rationale on the QA008 form.  The results of these verifications are retained as corrective action documented information (see CS002).
11.) In the event a product recall or customer notification is realized, a new Syteline Corrective Action Request (CAR) must be issued by the manufacturing center and/or division for proper tracking and return of affected product or customer notification (see QA12).  The effected product models with total quantity(s), corresponding serial numbers if assigned, list of customers and/or distributors, and copy of customer notification letter, at a minimum, shall be documented in the corrective action (CA) system.  The Management Team is responsible for ensuring timely and effective reporting, of a recall or notification, to Quality Assurance Management in the form of a completed and approved corrective action document.  At closure of CA, the final quantities shall be verified to reflect accurate PPM values in policy deployment records. 

12.) If a corrective action (CA) cannot be closed by the assigned due date, a corrective action plan (CAP) shall be documented in the respective database per CA form requirements.  The CAP shall include, at a minimum, containment action completion, problem statement completion, root cause analysis completion, proposed corrective action approval by management, and a CAP completion date.  All proposed CAP shall be submitted by the CA assignee to the Quality Assurance Management for approval, allowing sufficient time for effective review prior to the original due date.  For a CAP, the approved closure plan completion date will be entered into the tracking database in the “Extension” field as the new due date.  In the event a proposed corrective action plan is unacceptable, the Corrective Action Review Committee (QA123) shall resolve to maintain the on-time completion.
10.3)  Continual Improvement
1) PCB continually improves the suitability, adequacy, and effectiveness of the quality management system considering the results of analysis and evaluation, and also management review outputs, to determine if there are needs or opportunities that need to be addressed as part of continual improvement.  Implementation of improvement activities are monitored and evaluated for the effectiveness of their results.  Continual improvement is also achieved through best design practices (see procedures EN1038, EN1039 and EN1040).  
2) Some methods utilized to continually improve our quality management system are:

a) The Internal Audit System (See QA03) providing maintenance of the quality management system documentation.

b) Performance data (such as yield, on-time delivery, customer feedback, etc.) is posted in each Technology Center / Division providing a gauge for all employees.  This data may be reviewed daily at group Visual Board meetings, weekly at Organizational and Quality Leadership Meetings and quarterly via management meetings.
c) Production Technician Training & Qualification Program (TA30),

d) Calibration Technician Training & Qualification Program (TC01), 
e) Certified Technician Program (QA17),

f) Six Sigma Program,

g) Certified Operator Program (MS02),

h) Core Competency Training,

i) Corrective action(s) evaluation and actions taken,
j) Customer Service Feedback and survey information trends - Total Customer Satisfaction (SM24).

3) The design stage for new products and services (processes EN11 to EN15) may involve Design Failure Mode and Effects Analysis (DFMEA) and/or Process Failure Mode And Effects Analysis (PFMEA) as indicated within design records; in the event that current documented best design practices and associated risk information is considered insufficient.  Risk Priority Number (RPN) representing Severity, Occurrence and Detection (S.O.D) are reviewed to determine where corrective action is required for reducing RPN to an acceptable level.  Acceptable S.O.D values shall be determined by the Design Engineering Team Leader and with process oversight by Engineering Management.  RPN evaluation and subsequent required actions are conducted and records maintained during project reviews.  Engineering management confirms effective preventive actions are employed during departmental Policy Deployment and/or project review meetings.  

Reference Documents: CS002, EN05, EN11, EN12, EN13, EN14, EN15, EN1038, EN1039, EN1040, LG01, MS02, PD01, PD06, QA03, QA06, QA12, QA17, QA008, QA013, QA020, QA123, SM09, SM24, SM25, SM1009, Syteline Customer Corrective Action Request (CAR) Database, TA05, TA14, TA30, TC01, MDR Corrective Action Database, CSF Database.   

Unusual Conditions:

1) Quality Assurance Management has the authority to close corrective actions determined to be invalid.  The authority must record “Invalid Quality Concern” as the root cause statement. 

2) If the “Invalid Quality Concern” is in response to an external customer complaint, the assignee must still have customer feedback recorded as evidence that the customer was made aware of the corrective action disposition.  Other requirements specified in this procedure may be waived only by Quality Assurance Management for this type of corrective action disposition.
3) Quality Assurance Management may issue a corrective action initial due date of up to 40 days when compensation is required for facility closings, holidays, etc.  The initial due date shall not exceed 60 days.
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