1. Purpose

1.1. Documents the method to perform product, process, and service quality audits.  Including audits of products and processes to verify regulatory compliance, such as CSA/NRTL CE and CDRH.

2. Scope

2.1. Limited to audits on salable products and related processes or services.  Including audits of products and processes to verify regulatory compliance, such as CSA/NRTL CE and CDRH.

3. DEFINITIONS (optional)
The terms of "Guidelines for auditing quality systems - Part 1: Auditing" (ISO 10011-1:1995) apply.

Quality Audit

A systematic and independent examination of product, process, or service to determine whether quality activities and related results comply with planned arrangements and whether these arrangements are implemented effectively and are suitable to achieve objectives.

ICAR

Internal Corrective Action Request. 

CSA   
                      Canadian Standards Association – the third parties recognized test lab. of Canada.

NRTL

                                    National Recognized Test Laboratory  in U. S. A.

CE              

                                    CE stands for “ European  Conformity “.

CDRH

                                    Center for Devices and Radiological Health.

4. Policy

4.1. Audits and auditors shall be authorized and coordinated by Quality Assurance management, with first consideration for items that impact safety, finance or customer satisfaction.

4.2. Any employee or customer may request an audit.

4.3. An audit plan shall be developed for each audit by the lead auditor and approved by the client.  The plan shall define:

4.3.1. Area or item to be audited.

4.3.2. Type of audit:

· Random selection

· Suspected nonconformity

4.3.3. Audit objectives and scope.

4.3.4. Reference documents.

4.3.5. Audit client.

4.3.6. Auditees.

4.3.7. Lead auditor and audit team members (including deputies with specialized backgrounds and/or observers).

4.3.8. Date and place where the audit is to be conducted.

4.3.9. Expected time and duration.

4.3.10. Schedule of meetings with auditee.

4.3.11. Audit report distribution list and the expected date of issue.

4.4. Product audits shall be scheduled based upon availability of product.

4.5. CSA Category Certification Compliance audits shall be scheduled about four times a year to ensure continuing compliance to CSA/NRTL requirements. These audits will be performed by CSA therefore Quality/Product Safety Audit Plan, Quality Audit Report and Product Safety Audit Report are not required.

4.6. A minimum of 4 Product Safety audits shall be performed annually (12 months period), with at least 1 audit every 4 months.

4.7. A minimum of 103 product audits shall be performed annually, with at least 4 audits per month.

4.8. A minimum of 6 process or service audits shall be performed annually, with at least 1 audit every 3 months.

4.9. Due to the nature of certain audits, interviewing an auditee may not be necessary.

4.10. All audit records shall be treated as confidential documents. Records can only be disclosed with the approval of the client or auditee’s senior management.

4.11. Audit records shall be retained by QA for 2 years minimum.

5. PROCEDURE (optional)
5.1. Person or organization desiring audit assumes the role of the client.

5.2. The client shall:

5.2.1. Determine the need for and the purpose of the audit.

5.2.2. Determine the product or process to be audited.

5.2.3. Determine the general scope of the audit, such as what quality system standard or document it is to be conducted against.

5.2.4. Review and authorize the final audit plan.

5.2.5. Determine what follow-up action, if any, is to be taken, and inform the auditee of it.

5.3. The auditee's management shall:

5.3.1. Inform relevant employees about the objectives and scope of the audit.

5.3.2. Appoint responsible members of staff to accompany members of the audit team.

5.3.3. Provide all resources needed for the audit team in order to ensure an effective and efficient audit process.

5.3.4. Provide access to the facilities and evidential material as requested by the auditors.

5.3.5. Cooperate with the auditors to permit the audit objectives to be achieved.

5.3.6. Determine and initiate corrective actions based on the audit report.

5.4. Quality Assurance management shall:

5.4.1. Log request for audit.

5.4.2. Acknowledge to client the schedule, or denied request.

5.4.3. Assign lead auditor.

5.5. Lead auditor shall:

5.5.1. Generate Audit Plan.  The Audit Plan must have the same index number as the Audit Report.

5.5.2. Clarify the objectives, scope, methods, procedures, and other details of the audit plan to the audit team.

5.5.3. Determine resources needed to complete objectives.

5.6. Prior to performing an audit, the lead auditor shall conduct an opening meeting with the auditee, if any, to:

· Introduce members of the audit team to the auditee's senior management

· Review the objectives and scope of the audit

· Provide a short summary of the methods and procedures to be used to conduct the audit

· Establish the official communication links between the audit team and the auditee

· Confirm that the resources and facilities needed by the audit team are available

· Confirm the time and date for the closing meeting and any interim meetings of the audit team and the auditee's senior management

· Clarify any unclear details of the audit plan

5.7. Conduct audit.  Evidence should be collected through:

· Interviews

· Examination of documents

· Observation of activities and conditions in the areas of concern (document important audit observations)

· Audit notes. Clues suggesting significant nonconformities should be noted, even though not covered by check-lists.  Information gathered through interviews should be investigated or cross checked with other independent sources

5.8. Prior to preparing an audit report, the lead auditor shall conduct closing meeting with the auditee's senior management, if any, to present the:

· Audit observations and their perceived significance

· Audit team's conclusions regarding the quality system's effectiveness in ensuring that quality objectives will be met

5.9. Lead auditor is responsible to generate the audit report, which shall contain the following items as applicable:

5.9.1. Unique index number, which must be the same as Audit Plan index number.

5.9.2. Audit date.

5.9.3. Identification of area or item audited.

5.9.4. Identification of the reference documents against which the audit was conducted (Quality Manual, Assembly Procedure, Operations Guide, etc.).

5.9.5. Audit observations.

5.9.6. ICAR or recommended corrective action.

5.9.7. Audit report date and lead auditor's signature.

5.9.8. Distribution list.

5.9.9. Note:  records of the closing meeting, if any, should be kept and filed together with the audit report

5.10. Lead auditor is responsible to file audit report by the index number sequential order.  The file is located in the document control area.

5.11. ICAR shall be generated for the audit nonconformity.  ICAR processing is defined in separate NPP.

5.12. Products Safety audit process:

5.13. Auditor will inspect per the CSA/NRTL Report on the specific model or product.

5.14. Auditor will inspect in accordance to the CSA/NRTL Report for construction and material in compliance with the Report.

5.15. If any discrepancies are found, a request for corrective action will be issued to the Process Assurance Engineer and response time will be requested from product safety engineer.   A conditional request to continue certification will be noted in the audit form (see Exhibit C) with permission from product safety engineer.

5.16. CSA/NRTL monogram will be removed from the product if it does not comply with the CSA/NRTL Report.

5.17. Product Safety Engineer will file product Safety Audit Report and Process Assurance Engineer will receive a copy of the form.

5.18. Product safety engineer or his designate will audit products at least four times a year (12 months period), but the frequency and extent of audit is to be determined by CSA.

6. EXHIBITS (optional)
6.1. Exhibit A - Quality/Product Safety Audit Plan.

6.2. Exhibit B - Quality Audit Report.

6.3. Exhibit C – Product Safety Audit Report.

 QUALITY/PRODUCT SAFETY AUDIT PLAN    Index number:______

1.   Area or item to be audited: ___________________________________________

2.   Type of audit:     FORMCHECKBOX 
   Random selection
  FORMCHECKBOX 
   Suspected nonconformity

3.   Audit objectives: ___________________________________________________

      _________________________________________________________________

4.   Audit scope:  ______________________________________________________

      _________________________________________________________________

5.   Reference documents: _______________________________________________

      _________________________________________________________________

      _________________________________________________________________

6.   Audit client:  ______________________________________________________

7.   Auditees: _________________________________________________________

8.   Lead Auditor: _____________________________________________________

9.   Audit team members: _______________________________________________

10. Date and place of audit: _____________________________________________

11. Expected time and duration:___________________________________________

12. Schedule of meetings with auditee:_____________________________________

13. Audit report expected date of issue:____________

14. Distribution list:

      ___________________________
__________________________

      ___________________________
__________________________

      ___________________________
__________________________

      Audit plan generated by:


Reviewed and authorized by:

      ____________________Date:________
____________________Date:________

      Lead Auditor



Audit client


                 QUALITY AUDIT REPORT     Index number:______
1.  Audit date: ____________________

2.  Area or item audited:  ________________________________________________

3.  Reference documents: ________________________________________________

     __________________________________________________________________

     __________________________________________________________________

4.  Audit observations:  _________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

     __________________________________________________________________

5.  ICARs Issued: ______________________________________________________



Audit report generated by:



______________________________      Date: __________




Lead Auditor

Distribution list:  __________________________
___________________________

    __________________________
___________________________

    __________________________
___________________________

    __________________________
___________________________


   PRODUCT SAFETY AUDIT REPORT     Index number:______

1.   Audit date: ____________________

2.   Item (Model) audited: ___________________________________________


3.   Reference documents and/or CSA/NRTL Report No:___________________



_________________________________________________________________

4.  Audit observations:  _________________________________________________

a. Is construction and material in compliance with CSA/NRTL reports?     Yes     FORMCHECKBOX 

 No     FORMCHECKBOX 

Item
Comments

b. Factory or Routine Tests:  Refer to Product Safety Test (PTP-99104) Procedure.

b.1  Dielectric Strength Test 
    Time 


b.2  Grounding Continuity Test 

b.3  Leakage Current Test 

b.4  % of Product 

b.5  Immediate “Changes to Construction” required as a condition of continue certification 


b.6  Were defects connected on all samples 

b.7  Was CSA/NRTL monogram removed?
Yes     FORMCHECKBOX 

No     FORMCHECKBOX 


Note:  Listed items not complying with CSA/NRTL requirements are not eligible to bear CSA/NRTL monogram. Misuse of the monogram may result in cancellation of existing agreement.

5.  ICARs Issued: ______________________________________________________

Audit report generated by:______________________________      Date: __________


Auditor or Inspector

Audit report approved by:______________________________      Date: __________


Senior Product Safety Engineer

Distribution list:  __________________________
___________________________

    __________________________
___________________________

    __________________________
___________________________

    _______________

