STATUS CODE DEFINITIONS
N:
“Nonconformance”.  Indicates a nonconformance of some aspect of the Quality Management System to the ISO 9001:2000 Standard.  Examples include, but are not limited to, system absences and nonconformance of company employees to follow documented policies, procedures, and work instructions.

W:
“Weakness”.  Indicates a weakness of the Quality Management System.  This means that the element under consideration may conform to the letter of the ISO 9001:2000 Standard, but has the potential to fail under certain circumstances; for example, system elements which are in place but under-developed and/or misunderstood.

O:
“Opportunity”.  Indicates an opportunity to improve the Quality Management System, including findings which may not be specifically required by the ISO 9001:2000 Standard or findings that could “pass a registrar’s audit”, but undermine the effectiveness of the Quality Management System.  An example would be a finding where documentation could be streamlined or simplified to facilitate understanding or better reflect organizational practice.  Another example would be an opportunity to increase the effectiveness of the Quality Management System, utilizing the approaches and guidelines provided in the ISO 9004:2000 document.

C:
“Compliance”.  Indicates that the Quality Management System element has been examined under the guidelines of the checklist and that no nonconformances were found.  Note, however, that this does not necessarily mean that there are no nonconformances in the Quality Management System element, only that none were found under the scope of the examination.

X:
“Not Applicable”.  Indicates that the particular element or checklist question is not applicable to the organization or department being audited.
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CLAUSE 4

QUALITY MANAGEMENT SYSTEM

	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	1. Has a documented quality management system been established and deployed at all levels of the organization to ensure that the organization’s products and services conform to specified customer and internal requirements?

(Clause 4.1)

Check for policies, procedures, instructions and forms addressing the requirements of ISO 9001 and additional internal requirements throughout the audit.


	
	

	2. Is the quality management system maintained and continually improved?

(Clause 4.1)

Throughout the audit, look for evidence of policies, procedures, work instructions, and forms that are up-to-date and reflect current practice.  Look for continual improvement of the quality management system, in part, through the use of the quality policy, quality objectives, internal / external audits, data analysis, corrective / preventive action, and management review (see also clause 8.5).


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	3. Has the organization embraced a process approach to its Quality Management System by:

a) identifying the processes needed for the Quality Management System and their application throughout the organization;

b) determining the sequence and interaction of these processes;

c) determining criteria and methods needed to ensure the effective operation and control of these processes;

d) ensuring the availability of resources and information necessary to support the operation and monitoring of these processes;

e) monitoring, measuring and analyzing these processes;

f) implementing actions necessary to achieve planned results and continual improvement?

(Clause 4.1)

Check that the Quality Management System and its documentation reflect the way the organization actually functions.  Check that product realization, management, and support processes within the organization and interactions / handoffs between these processes are identified, controlled, measured, and improved.
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	4. Has the organization identified all outsourced / subcontracted processes that affect product quality and identified the control methods for these processes in the Quality Management System documentation?

(Clause 4.1)

Check that the Quality Management System and its documentation identify all outsourced processes such as product design, calibration, staffing, and production operations such as painting, plating and heat-treating.

Evaluate the suitability of controls exerted over these processes and the extent to which the organization ensures these outsourced processes meet the applicable requirements of ISO 9001.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	5. Has the organization developed the documented procedures required by ISO 9001:2000 and additional documentation required to effectively plan, operate and control its processes?

(Clause 4.2.1)

Ensure documented procedures exist for control of documents (Clause 4.2.3), control of records (Clause 4.2.4), internal audits (Clause 8.2.2), control of nonconforming product (Clause 8.3), corrective action (Clause 8.5.2), and preventive action (Clause 8.5.3).

In addition, assess the organization’s product realization, management, and support processes and the level of documentation in place and/or needed to ensure consistent planning, operation and control of those processes.  

Note that documentation needs may arise from contractual requirements, international, national, or industry-specific standards, and statutory and regulatory requirements.  

Also refer to the next checklist question.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	6. Is the extent, range, and detail of quality system documentation (procedures, work instructions, etc.) dependent upon the size and type of the organization, complexity and interaction of the processes, and competence of the personnel involved?

(Clause 4.2)

Talk to people responsible for the execution of processes throughout the organization to determine the range and detail of the documentation needed, noting:

· Processes demonstrating over-documentation;

· Complicated processes where additional documentation may be needed;

· Key processes where consistent operation is critical and additional documentation may be needed;

· Areas where employee turnover is high or training is minimal and additional documentation may be needed.

Also refer to the previous checklist question.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	7. Is the organization’s quality system documentation clearly written in a manner that is consistent with the skills, methods, and training method of the personnel using them?

(Measure of Effectiveness: Clause 4.2.1)

Review several procedures and talk to the people who use them.  Record the procedures reviewed and personnel spoken to.


	
	

	8. Can the organization’s documentation be streamlined to better match actual organizational practice?

(Measure of Effectiveness: Clause 4.2.1)

Look for evidence of over-documentation and/or areas where multiple documents could be combined to better reflect actual process flow.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	9. Has a Quality Manual been established which includes the scope of the Quality Management System, including details of and justification for any exclusions?

(Clause 4.2.2a)

Review the Quality Manual to ensure that the scope of products and processes included in the Quality Management System is clearly defined and all ISO 9001:2000 requirements are addressed.  If any exclusions have been claimed, ensure that these requirements truly do not apply to the product(s) included in the scope – requirements can not be arbitrarily excluded (e.g., Clause 7.3 Design and development).  Also ensure any exclusions claimed are limited to the requirements found in clause 7 of ISO 9001:2000.
	
	

	10. Does the Quality Manual contain or reference the organization’s documented quality system procedures?

(Clause 4.2.2b)

Verify and review the Quality Manual to ensure it references or includes all documented quality system procedures used by the organization.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	11. Does the Quality Manual include a description of interaction between the processes included in the Quality Management System?

(Clause 4.2.2c)

Review the Quality Manual looking for a flowchart or other mechanism illustrating the specific processes / procedures utilized in the Quality Management System.  Ensure the mechanism used includes product realization, support, and management processes.  Review Figure 1 in ISO 9001:2000 – Model of a process-based quality management system.
	
	

	12. Is the Quality Manual distributed to and understood by those having direct responsibility for the quality management system?

(Measure of Effectiveness: Clause 4.2.2)

Interview managers and others to verify their understanding.
	
	

	13. Is the Quality Manual under “document control” – i.e., reviewed and approved, revision controlled, under controlled distribution, etc.?

(Clauses 4.2.1, 4.2.2 and 4.2.3)

Check that the Quality Manual is included as part of the existing document and data control procedures / processes.
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	14. Has the organization established (a) documented procedure(s) to control all internally generated documents related to the quality management system?

(Clause 4.2.3)

Check for documented procedures governing the review, approval, revision, and distribution control of the Quality Manual, quality system procedures, quality system work instructions, forms, and product-related instructions.


	
	

	15. Has the organization established (a) documented procedure(s) to control external quality-related documents such as data, drawings, or standards that originated outside of the organization, and quality information not recorded on paper?

(Clause 4.2.3f)

Check for documented procedures governing the review, approval, revision, and distribution control of these documents and data.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	16. Do all quality system documents indicate proper review and approval by authorized personnel prior to issue (e.g., signature and date)?

(Clause 4.2.3a)

Review the Quality Manual and sample several procedures, work instructions, and forms throughout the audit to verify.


	
	

	17. Are quality system documents reviewed, updated as necessary, and re-approved?

(Clause 4.2.3b)

Review a sample of several procedures, work instructions, and forms to ensure they are up-to-date.

Describe mechanisms used to periodically review and update quality system documentation.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	18. Does the organization identify the specific changes in a document when a revision is made?

(Clause 4.2.3c)

Review the procedure(s) for mechanisms used (shading, vertical lines in the margin, different font, etc.) and verify that all documents sampled include these mechanisms for identifying the revised portion(s) of the document.


	
	

	19. Does a master list or other equivalent means exist to identify the current revision status of all controlled quality system documents?

(Clause 4.2.3c)

Review a sample of documents to ensure each indicates the revision status of the document.  Compare the revision status to that of the master list (or equivalent).

Verify that the system used is easily accessible to the users of the documents and effective to prevent the use of invalid or obsolete documents.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	20. Does a well-defined system exist to indicate the names or locations of all holders of controlled documents (including external documents)?

(Clause 4.2.3d)

Verify that the system used is up-to-date and effectively used by comparing the distribution list (or equivalent) to the actual distribution points.


	
	

	21. Are pertinent quality documents (procedures, work instructions, reference data, forms) available to personnel at the locations where they are used?

(Clause 4.2.3d)

Audit various locations to verify.  Ask personnel to show you the documents used in their daily activities to ensure they are available and readily accessible.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	22. Are quality system documents legible and readily identifiable?

(Clause 4.2.3e)

Audit various locations to verify.  Ask personnel to show you the documents used in their daily activities to ensure they are retrievable, then assess the documents’ legibility and identification.
	
	

	23. Does the company ensure that documents of external origin are identified and their distribution controlled?

(Clause 4.2.3f)

24. Ask to see such document s& verify.
	
	

	25. Is the approach used to identify the current revision of documents effective to prevent the use of non-applicable documents in all cases?

(Clause 4.2.3g)

Verify that all documents sampled are current and show the revision status.
	
	

	26. Does the organization ensure that obsolete or invalid quality documents are promptly removed when new documents are issued?

(Clause 4.2.3g)

Review the procedure(s) for mechanisms used and verify that all documents sampled are current.
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	27. If obsolete or invalid documents are retained for knowledge preservation or other purposes, are they properly marked to prevent their use for normal quality activities?

(Clause 4.2.3g)

Ask department managers to show such documents and verify.


	
	

	28. Are safeguards used to ensure that documents that are in use but are not complete, or documents that are used for planning or similar purposes, are clearly marked to prevent their use in “production”?

(Measure of Effectiveness: Clause 4.2.3)

Check to make sure that such documents are stamped “Do not use for manufacture”, “For planning purposes only”, “Preliminary”, etc.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	29. Is there any evidence that quality documents have handwritten changes or revisions that are not approved (e.g., signed and dated)?

(Measure of Effectiveness: Clause 4.2.3)

Verify all sampled documents throughout the audit.


	
	

	30. Is there an effective approach for controlling a product that is in production when document or data changes are issued?

(Measure of Effectiveness: Clause 4.2.3)

Interview production personnel and state the findings.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	31. Has the organization established (a) documented procedure(s) to control all records related to the quality management system?

(Clause 4.2.4)

Check for (a) documented procedure(s) governing the identification, storage, retrieval, protection, retention time, and disposition of records.


	
	

	32. Do personnel identify, store, protect, retrieve and retain records as a means to provide evidence of conformity to requirements and of the effective operation of the quality management system?

(Clause 4.2.4)

Look for the existence of records as required by ISO 9001 and the organization’s documentation when auditing each area.  Assess the suitability of records maintained.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	33. Are all required records legible and indexed, filed, stored, and maintained in a manner that provides safe and secure storage and ready identification and retrievability?

(Clause 4.2.4)

Examine and evaluate a variety of records when auditing each area based on these requirements.


	
	

	34. Do the related procedures / work instructions for records address how to properly store records to prevent deterioration and loss?

(Clause 4.2.4)

Examine and evaluate a variety of records when auditing each area based on these requirements.


	
	

	35. Are the authority and methods used to dispose of records defined for each type of record?

(Clause 4.2.4)

Check that retention times are established, recorded, understood, and adhered to correctly.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	36. Is there any evidence that records are not an accurate and truthful representation of actual events, documented in a timely manner?

(Measure of Effectiveness: Clause 4.2.4)

Assess a random sample of records in each area audited to verify that records are dated and initialed/signed by the personnel responsible for the documented activity or outcome.


	
	

	37. Does the organization maintain an accurate and up-to-date master log showing what records are maintained, where they are kept, authorities and methods for retrieval, for which retention period, and how they are disposed?

(Measure of Effectiveness: Clause 4.2.4)

Check for the existence of such a list and verify a random sample of records to ensure understanding / compliance.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	38. Do the procedures for records address the storage of different types of record media (paper, tapes, disks, microfiche, microfilm, etc.)?

(Measure of Effectiveness: Clause 4.2.4)

Check the documentation and verify a random sample of records to ensure understanding / compliance.


	
	

	39. Do the procedures for records provide for backup copies or other forms of data security for records maintained on electronic media?

(Measure of Effectiveness: Clause 4.2.4)

Check the documentation and verify a random sample of records to ensure understanding / compliance.


	
	


CLAUSE 5

MANAGEMENT RESPONSIBILITY

	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	40. Has top management communicated to the organization the importance of meeting customer as well as statutory and regulatory requirements?

(Clause 5.1a)

Describe mechanisms in place to communicate these requirements and talk to a sample of people throughout the organization to assess their understanding of applicable customer, statutory and regulatory requirements.

(Note that the requirements of Clauses 5.1b through 5.1e are addressed in upcoming checklist questions.)


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	41. Has top management demonstrated a customer-focus through a process of determining customer requirements, meeting the requirements, and striving to enhance customer satisfaction?

(Clause 5.2)

Look for evidence of top management involvement with customer requirements.

Describe processes for determining requirements / needs implied by the customer (including statutory and regulatory requirements) and processes for determining the extent to which all customer needs and expectations are met (also see 7.2.1 Determination of Requirements Related to the Product and 8.2.1 Customer Satisfaction).

Possible considerations include product conformance, dependability, lead-time, servicing, price, and life-cycle costs.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	42. Has top management defined a quality policy that coincides with the company’s organizational goals?

(Clause 5.3a)

Review the documented quality policy, vision, and/or mission statement.

Record the specific aspects that are common to both the organizational goals and the company’s quality policy.


	
	

	43. Does the organization’s quality policy address a commitment to comply with requirements and to continually improving the effectiveness of the Quality Management System?

(Clause 5.3b)

Review the documented quality policy, vision, and/or mission statement to ensure these issues are addressed.

Explain specifically how the organization’s quality policy is relevant to the needs and expectations of its customers.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	44. Does the organization’s quality policy provide a framework for establishing and reviewing quality objectives?

(Clause 5.3c)

Explain specifically how the organization’s quality policy is used in conjunction with the organization’s quality objectives and what mechanisms are in place to define, review, and update the quality objectives.


	
	

	45. Is the quality policy communicated and understood at appropriate levels of the organization?

(Clause 5.3d)

Interview personnel at varying organizational levels and verify that the quality policy and objectives are understood and “personalized” to their daily work – e.g., ask how their daily work contributes to the accomplishment of the quality objectives.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	46. Do the quality policy and objectives influence employees’ attitudes toward quality and the manner in which they perform their duties?

(Measure of Effectiveness: Clause 5.3d)

Provide specific examples and verify that employees throughout the organization feel individually responsible for quality.


	
	

	47. Does the organization periodically review the quality policy for continuing suitability?

(Clause 5.3e)

Determine whether the quality policy has been revised or updated in light of changing circumstances in the organization or quality system and/or changing quality objectives or markets.


	
	

	48. Is the quality policy under “document control” – i.e., reviewed and approved, revision controlled, under controlled distribution, etc.?

(Clauses 5.3 and 4.2.3)

Check that the quality policy is included as part of the existing document and data control procedures / processes.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	49. Has the organization established and deployed quality objectives at relevant functions and levels in the organization?

(Clause 5.4.1)

Check that objectives, goals, and/or targets exist throughout the organization, and ensure that each objective is consistent with the overall quality policy and the commitment to continual improvement.  

Check that product-specific quality objectives also exist.  See also clause 7.1.
	
	

	50. Are the quality objectives measurable and measured?

(Clause 5.4.1)

Check that the objectives are measurable and clearly communicated to those responsible for attaining them. Describe processes for how measurements are made and how progress towards objectives is tracked.
	
	

	51. Are the quality objectives under “document control” – i.e., reviewed and approved, revision controlled, under controlled distribution, etc.?

(Clauses 5.4.1 and 4.2.3)

Check that the quality objectives are included as part of the existing document and data control procedures / processes.
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	52. Does the organization perform “Quality Management System planning” to ensure that the quality objectives and the requirements provided in Question 3 (ISO 9001:2000 Clause 4.1) are met?

(Clause 5.4.2a)

State the methods used for “Quality Management System planning” – perhaps within the construct of the strategic planning, business planning or Management Review process.

Check that the outputs of the Quality Management System planning process include planning and control of any “new” processes (how they relate to other processes in the organization, criteria and methods for their control, resource and information requirements, and monitoring and measurement activities needed to effectively analyze them).

Check that responsibilities for the attainment of quality objectives are clearly defined and communicated.

Review the outputs of this planning process, looking for evidence of improvement plans and assigned responsibilities.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	53. Does the “Quality Management System planning” process ensure that the integrity of the Quality Management System is maintained when changes to the Quality Management System are planned and implemented?

(Clause 5.4.2b)

Investigate situations of change in the organization (market expansion, expansion of scope of the Quality Management System, management / personnel turnover, etc.) and provide evidence that the Quality Management System remained implemented and effective during the change.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	54. Are the responsibilities and authorities all personnel who manage, perform, and verify work affecting quality defined and communicated throughout the organization?

(Clause 5.5.1)

Check that roles and responsibilities are clearly defined in the quality system documentation (quality manual, procedures, work instructions) from upper tier management to production, service, and maintenance personnel.

Also interview a sample of key personnel to assess their understanding of their documented responsibilities.


	
	

	55. In cases where managers have delegated the authority for implementation of the quality functions within their departments, has such delegation been formally defined and communicated?

(Measure of Effectiveness: Clause 5.5.1)

Review the quality system documentation for primary responsibilities and interview “delegated” personnel to verify awareness of these issues.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	56. Does the appointed Management Representative have sufficient authority and responsibility for ensuring that the requirements of ISO 9001 and processes of the quality management system are established, implemented and properly maintained?

(Clause 5.5.2a)

Verify that the Management Representative has executive level responsibilities (check the organization chart) and state specific examples as evidence of sufficient authority (e.g., how a particularly difficult obstacle was overcome).


	
	

	57. Does the responsibility and authority of the Management Representative include reporting to top management on the performance of the Quality Management System and any needs for improvement?

(Clause 5.5.2b)

Interview the Management Representative and review his/her documented responsibilities. Describe any activities performed related to the reporting of improvement needs.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	58. Does the responsibility and authority of the Management Representative include ensuring the promotion of awareness of customer requirements throughout the organization?

(Clause 5.5.2c)

Interview the Management Representative and review his/her documented responsibilities.  Describe any activities performed (periodic meetings, training provided, etc.) related to the communication of customer requirements.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	59. Has the organization implemented effective mechanisms for internal communication to ensure information related to the effectiveness of the Quality Management System is communicated between the various levels and functions of the organization?

(Clause 5.5.3)

Describe mechanisms currently in place for internal communication (such as periodic meetings, bulletin boards, newsletters, etc.) to keep employees throughout the organization informed about audit results, progress towards quality objectives, customer satisfaction data, monitoring of process information and data analysis, etc.

Also look for and describe mechanisms such as employee suggestion boxes, open forums, etc., to allow employees to communicate information and concerns to management.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	60. Are Management Reviews of the quality management system conducted at planned intervals sufficient to ensure its continuing suitability, adequacy, and effectiveness?

(Clause 5.6.1)

Review the planned vs. actual intervals and discuss these issues with the Management Representative.


	
	

	61. Have all top management been directly and actively involved in the Management Review process?

(Clause 5.6.1)

Review records of past Management Reviews to ensure all appropriate top management personnel have been involved and discuss this issue with the Management Representative.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	62. Does the Management Review process include assessing opportunities for improvement and the need for changes to the Quality Management System, including the quality policy and quality objectives?

(Clause 5.6.1)

Review the Management Review process / procedure and the records of past Management Reviews to ensure that these issues are addressed.  

Evaluate the extent to which opportunities for improvement are identified and communicated so that they can be included in the Management Review process.

Check if the quality policy and/or quality objectives have been updated or changed based on changing circumstances.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	63. Do all managers involved in the Management Review process have sufficient records and data to conduct the review effectively?

(Clauses 5.6.1 and 8.4)

Interview management personnel involved, looking for the data used to conduct previous Management Reviews, and state the findings.  


	
	

	64. Do records exist for the Management Reviews clearly stating how the review was conducted, who was involved, what factors were considered, what conclusions were reached, and what actions were taken?

(Clause 5.6.1)

Review the Management Review process / procedure and the records of past Management Reviews to ensure that each of these issues are addressed.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	65. Do the inputs to the Management Review process include information on:

a) results of audits, 

b) customer feedback, 

c) process performance and product conformity, 

d) status of preventive and corrective actions, 

e) follow-up actions from previous management reviews,

f) changes that could affect the Quality Management System, and

g) recommendations for improvement?

(Clause 5.6.2)

Review the Management Review process / procedure and the records of past Management Reviews to ensure that each of these issues are addressed.  

Check that information related to the above inputs is available and in a format suitable for use in the Management Review process.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	66. Do the outputs of the Management Review process include any decisions and actions related to:

a) improvement of the effectiveness of the Quality Management System and its processes, 

b) improvement of product related to customer requirements, and

c) resource needs?

(Clause 5.6.3)

Review the Management Review process / procedure and the records of past Management Reviews to ensure that each of these issues are addressed.  

Check that action items related to the above outputs include responsibilities.


	
	


CLAUSE 6

RESOURCE MANAGEMENT

	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	67. Has the organization determined and provided the resources needed to implement, maintain and improve the processes of the Quality Management System, and to enhance customer satisfaction by meeting customer requirements?

 (Clause 6.1)

Check that adequate resources have been applied to the above items, including the ISO 9001:2000 implementation process.

Note that resource considerations include human resources (Clause 6.2), infrastructure (Clause 6.3), work environment (Clause 6.4), supplier base resources (Clause 7.4), information resources (Clause 8), as well as financial resources.  

Information collected must generate data related to the effectiveness of the Quality Management System, including customer satisfaction, process capability, and product characteristics.  Refer to Clause 8.

Review the results of audits and Management Reviews to identify significant issues and record incidences where it is apparent that reasonable resources have not been identified or applied considering operational budgets and other constraints.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	68. Does the training process and/or procedure provide for qualifying personnel on the basis of applicable education, training, skills, and/or experience?

(Clause 6.2.1)

Review the training program and/or procedure and interview the Manager of HR or Training.  Ensure that education, skills, and/or experience are considered in addition to any provided training.


	
	

	69. Has the organization determined competence needs, including education, training, skills, and experience and provided training (or taken other actions) to meet these needs?

(Clause 6.2.2a-b)

Check that the scope of the Human Resources function includes the identification of these competence needs, above and beyond the provision of training.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	70. Does the organization evaluate the effectiveness of both training provided and other actions taken to satisfy competence needs?

(Clause 6.2.2c)

Check if the training procedure / process includes this requirement.  

Assess the methods used to evaluate training effectiveness (e.g., pre- and post- testing, on-the-job follow-up, performance evaluation, etc.).  

Talk to a sample of people regarding recently provided training to assess if they feel competent in the training subject.
	
	

	71. Has the organization ensured that its employees are aware of the relevance and importance of their activities and how they contribute to the achievement of the quality objectives?

(Clause 6.2.2d)

Talk to a sample of people to ensure they are aware of how they contribute to the quality objectives in their department through their daily work. Refer also to Clause 5.4.  Assess the general level of awareness of and commitment to the Quality Management System in the organization.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	72. Does the organization maintain appropriate records listing the education, training, skills and experience for personnel performing tasks affecting quality – with a provision for training which occurred prior to the implementation of ISO 9001?

(Clause 6.2.2e)

Review the records for a sample of personnel throughout the audit and throughout the organization.

Interview the Manager of HR or Training and those personnel who provide training and keep records.


	
	

	73. Are responsibilities for the identification of competence and training needs and the planning, scheduling, and delivery of training well defined?

(Measure of Effectiveness: Clause 6.2.2)

Review the process / procedure and interview various managers throughout the organization regarding this issue.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	74. Is the content of employee training courses or on-the-job training sufficient to prevent or minimize quality problems?

(Measure of Effectiveness: Clause 6.2.2)

Review the nature of the training provided and the results obtained, and interview the Manager of HR or Training.

Review data related to quality problems to assess the content and effectiveness of training (see also clause 8.4).


	
	

	75. Is there any evidence to suggest that personnel performing specific assigned tasks are not qualified to perform the task on the basis of appropriate education, training, skills and/or experience?

(Measure of Effectiveness: Clause 6.2.2)

Note the names / positions of various personnel interviewed during the audit and verify their training records at a later time to ensure their qualification for the tasks performed.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	76. Has the organization determined, provided, and maintained the infrastructure needed to achieve conformity of product, including buildings, workspace and associated facilities, equipment, hardware, software, and supporting services such as transport or communication?

(Clause 6.3)

Check that the plant, workspace, tools and equipment, and supporting services are suitable to achieve conformity of product.  Record any instances where infrastructure undermines or precludes efforts to develop product that meets customer requirements.  

Describe mechanisms for identifying infrastructure needs, perhaps as part of a product quality planning or strategic planning process. 

Describe maintenance plans in place to assure continuing suitability of the infrastructure.  Review the records to ensure maintenance is conducted and documented according to the plans.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	77. Has the organization determined and managed the human and physical factors of the work environment needed to achieve conformity of product?

(Clause 6.4)

Check that the human and physical factors of the work environment are suitable to achieve conformity of product.  Examples include heat, humidity, noise, light, cleanliness, vibration, airflow, etc.  

Record any instances where the work environment undermines or precludes efforts to develop product that meets customer requirements.

Describe mechanisms for determining and managing these factors, perhaps as part of a product quality planning or strategic planning process.


	
	


CLAUSE 7

PRODUCT REALIZATION

	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	78. Does the organization plan and develop the processes needed for product realization (e.g., production), and is this planning consistent with the requirements of the other processes of the quality management system (see also Question 3)?

(Clause 7.1)

Assess the degree to which product realization (e.g., production) processes are planned and developed, and the degree to which these processes interface with and complement management activities and measurement processes.
	
	

	79. Has the organization established quality objectives for products, projects, or contracts as part of the product realization planning (product quality planning) process?

(Clause 7.1a)

Check that operational objectives, goals, or targets exist for specific products, projects, or contracts as appropriate.  Also refer to Clause 5.4.

Check that the objectives are measurable and clearly communicated to those responsible for attaining them. Talk to a sample of people to ensure they are aware of how they contribute to the quality objectives in their department through their daily work.

Describe processes for how progress towards the objectives is tracked.
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	80. Has the organization determined the need to establish processes and documentation, and provide resources and infrastructure specific to the product as part of the product realization planning process?

(Clause 7.1b)

Check for evidence of “new” documentation, resources, and infrastructure resulting from the product realization planning process.  Provide specific examples as evidence.

Also refer to clauses 5.4, 6.3, and 6.4.


	
	

	81. Has the organization identified suitable verification, validation, monitoring, inspection and test activities as part of the product realization planning process?

(Clause 7.1c)

Review recent planning records and documentation to identify such activities required for both new and changed processes and products and ensure these activities were carried out as planned.

Sample some drawings or other product-related work instructions and check for the identification of critical characteristics.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	82. Are criteria for product acceptability defined for all product features and requirements, including cosmetic and other visual verifications that require a subjective evaluation?

(Clause 7.1c)

Sample some drawings or other product-related work instructions and check for clear tolerances and other mechanisms to identify whether a product is “good” or “not good”.


	
	

	83. Has the organization identified the requirements for records that provide evidence that the processes and resulting product meet requirements as part of the product realization planning process?

(Clause 7.1d)

Review recent planning records to identify records demonstrating process and product conformance (verification, validation, monitoring, inspection / test activities).

Also check quality plans to ensure they identify the need for and nature of records generated in production.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	84. Are quality planning activities, as they relate to planning of product realization (“production”) processes, documented in a manner that suits the organization’s personnel and methods of operation?

(Clause 7.1)

Review the results of product quality planning and/or product process planning activities (e.g., quality plans) to ensure the resulting documentation is suitable for use in the organization and is value adding.


	
	

	85. Are the design, production process, installation, servicing, inspection, and test methods compatible with the organization’s quality system procedures, work instructions, and other documentation?

(Measure of Effectiveness: Clause 7.1)

Compare samples of planning documentation to the quality system documentation.  Check for similar formats, levels of detail, and consistency of content.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	86. Are monitoring and measuring devices and related testing techniques and instrumentation updated as appropriate to ensure quality in process and product verification as part of the product realization planning process?

(Measure of Effectiveness: Clause 7.1)

Review recent planning records and documentation to ensure measurement capability has been considered.  Assess the suitability of measuring instruments utilized.  See also clause 7.6.

Interview several people that perform these updates.


	
	

	87. Are the requirements of product design and development (clause 7.3) applied to the development of product realization processes, when appropriate?

(Measure of Effectiveness: Clause 7.1)

Review recent planning records and documentation to determine if these requirements are applied.

Interview several people that perform this planning to determine the extent to which these more detailed requirements are considered in process design.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	88. Has the organization determined customer requirements, including:

a) requirements specified by the customer, including the requirements for 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 related to the product, and

d) any additional requirements determined by the organization?

(Clause 7.2.1)

Assess the extent to which “customer-implied” requirements are determined and understood in the organization by talking to people in Sales / Marketing, Engineering, and Production.

Assess mechanisms for obtaining this information and for initiating improvement actions to meet the needs of the customer.  Examples may include market research, benchmarking, analysis of warranty costs / customer complaints, competitor analysis, and/or monitoring of statutory and regulatory requirements.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	89. Do the organization’s “contract review” processes and/or procedures include a review of the identified customer requirements along with the additional requirements identified by the organization?

(Clause 7.2.2)

Review the “contract review” processes and/or procedures and talk to people in Sales to determine the extent to which the requirements identified in the previous checklist question are considered.


	
	

	90. Do the organization’s “contract review” processes and/or procedures address reviews for all types of orders and contracts in the organization, including both simple and complex orders, contracts, and quotations?

(Clause 7.2.2)

Review the “contract review” processes and/or procedures and talk to people in Sales to determine the extent to which all possible contract / order situations are included in the quality management system.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	91. Are personnel involved in the “contract review” process aware of the purpose of performing such reviews, namely to ensure that:

a. product requirements are defined;

b. contract or order requirements differing from those previously expressed are resolved; and

c. the organization has the ability to meet the defined requirements?

(Clause 7.2.2)

Interview the Sales personnel who perform these reviews.  Document the names of the people interviewed and the results.


	
	

	92. Do the organization’s “contract review” processes and/or procedures assign responsibilities for coordinating and carrying out the reviews?

(Clause 7.2.2)

Review the processes and/or procedures and interview the Sales personnel who perform these reviews.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	93. In situations where contract projects go through a bidding or tender stage, are “reviews” conducted prior to submission of a tender?

(Clause 7.2.2)

Review the processes and/or procedures and interview the Sales personnel who perform these reviews.


	
	

	94. Do the organization’s “contract review” processes and/or procedures address how to incorporate special customer requirements into the project development system?

(Measure of Effectiveness: Clause 7.2.2)

Review the processes and/or procedures and interview the Sales personnel who perform these reviews.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	95. Do the organization’s “contract review” processes and/or procedures ensure that the customer’s product requirements are adequately defined prior to the acceptance of an order or contract?

(Clause 7.2.2a)

Review a sample of past orders / contracts and note any discrepancies.
	
	

	96. Do the organization’s “contract review” processes and/or procedures sufficiently address how to resolve situations where the customer’s requirements are not adequately defined?

(Clause 7.2.2a)

Review the processes and/or procedures and interview the Sales personnel who perform these reviews.
	
	

	97. Are final contracts reviewed to resolve any difference between customer requirements and those in the initial bid or quotation?

(Clause 7.2.2b)

Review the processes and/or procedures and interview the Sales personnel who perform these reviews.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	98. Do the organization’s “contract review” processes and/or procedures address how to ensure that the organization has the capability to meet the contract / order requirements prior to acceptance of the contract / order?

(Clause 7.2.2c)

Review the processes and/or procedures and interview the Sales personnel who perform these reviews.  

Assess how “capability” is reviewed, e.g., reviewing stock levels and/or production schedules, discussion with production management, etc.


	
	

	99. Do the organization’s “contract review” processes and/or procedures address the resolution of differences between the customer’s stated requirements and the organization’s capability to meet the requirements?

(Measure of Effectiveness: Clause 7.2.2)

Review the processes and/or procedures and interview the Sales personnel who perform these reviews.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	100. Do the organization’s “contract review” processes and/or procedures address how to resolve conflicts involving an accepted contract / order?

(Measure of Effectiveness: Clause 7.2.2)

Review the processes and/or procedures and interview the Sales personnel who perform these reviews.


	
	

	101. Are complete and accurate records of “contract reviews” and actions arising from the review maintained in a manner appropriate to the type of order / contract?

(Clause 7.2.2)

Review the processes and/or procedures and review a sample of records filed.  

Ensure the records clearly indicate the person who conducted the review.

Determine if and how actions following the acceptance of an order / contract are recorded, such as order verifications, order changes, etc.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	102. Is the retention period for contract review records defined and consistently followed?

(Clause 7.2.2)

Review the processes and/or procedures and the files in the Sales and Customer Service departments.


	
	

	103. If contracts / orders are accepted without a documented statement (e.g., verbal orders), what means exist to ensure that the contract or order requirements are confirmed prior to acceptance?

(Clause 7.2.2)

Review the processes and/or procedures and interview the Sales personnel who perform these reviews.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	104. Does the organization have an effective method for incorporating contract / order revisions into the work order system after the project has been initiated to ensure that relevant documents are amended and relevant personnel are made aware of the changes?

(Clause 7.2.2)

Review the processes and/or procedures and interview Sales personnel.  

Review a sample of contracts / orders where requirements have been changed after the original acceptance to confirm.

Also ensure that changes to contracts or orders are subject to the same “contract review” requirements as initial contracts or orders (e.g., requirements are defined, requirements differing from those previously expressed are resolved, the organization has the ability to meet the requirements, maintenance of records, etc.).


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	105. Has the organization determined and implemented effective arrangements for communication with customers related to:

a) product information,

b) inquiries, contracts or order handling, including amendments, and

c) customer feedback, including customer complaints?

(Clause 7.2.3)

Determine the extent to which these customer interfaces are defined and communicated to the customer.  Check that “key contacts” for each of the above issues are defined.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	106. Does the organization have documented criteria or guidelines to determine if a “design project” should have a documented plan?

(Clause 7.3.1)

Provide evidence to show that the criteria exist, are appropriate, and are consistently followed.


	
	

	107. Do past project plans show that the plans were developed and activities were assigned with sufficient consideration of time, cost, and personnel availability?

(Measure of Effectiveness: Clause 7.3.1)

Review a recent design project and interview the project manager to verify.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	108. Do the documented plans and schedules established for each (relevant) design and development project clearly identify:

a. The stages of the design and development process?

b. The design review, verification and validation activities required to complete the project?

c. The departments or personnel responsible and needed for implementation of each activity?

d. Realistic estimates of the time and other resources necessary to complete each activity?

e. Consideration of the activity precedence relationships (“what must be done before what?”)?

f. Expected completion dates for each activity in the project, including the design acceptance?

(Clause 7.3.1)

Review a recent design project and provide evidence.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	109. Is the design process and/or procedure effectively used to define the interfaces between different groups involved in a design project to ensure effective communication and clear assignment of responsibilities?

(Clause 7.3.1)

Review a recent design plan and project and interview the project manager and other personnel involved to verify.


	
	

	110. Does the organization use sufficient input from and participation by Quality Assurance, Manufacturing, Engineering, and Sales (when appropriate) during the concept or vision stage of product design and development?

(Clause 7.3.1)

Review a recent design file and look for evidence that a cross-functional team approach is used effectively.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	111. Are the design and development plans used effectively to:

a. Update the project plans as the design evolves?

b. Ensure that the project plans show actual completion dates for the activities?

c. Communicate the status of each plan to the key personnel?

d. Follow the plan through all design and verification activities?

e. Assign authority and responsibility for the design activities to qualified personnel?

f. Ensure that the design team endorses and follows the plan?

(Clause 7.3.1)

Review a recent design project and interview the project manager and other personnel involved to verify.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	112. Do past project plans show that the activities were assigned to departments or groups of personnel with adequate qualifications to perform the tasks effectively?

(Clause 7.3.1)

Review a recent design project and interview the project manager and other personnel involved to verify.


	
	

	113. Are the design and development project plans reviewed regularly and updated by responsible personnel?

(Clause 7.3.1)

Review a recent design project and interview the project manager and other personnel involved to verify.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	114. Do the organization’s product design and development processes address defining and documenting design input requirements, including:

a) functional and performance requirements,

b) applicable statutory and regulatory requirements,

c) where applicable, information derived from previous similar designs, and

d) other requirements essential for design and development?

(Clause 7.3.2)

Review the design control processes / procedures and talk to people in Engineering to determine the extent to which each of the above design input requirements are addressed.

Determine the extent to which design personnel are aware of applicable statutory and regulatory requirements and how these requirements are addressed in the design process.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	115. Does the organization follow a defined checklist or equivalent to review all applicable statutory and regulatory requirements for adequacy?

(Measure of Effectiveness: Clause 7.3.2)

Review the design control processes and/or procedures and interview a project manager.


	
	

	116. Does the organization have a systematic approach to review design inputs and to resolve incomplete, ambiguous, or conflicting input requirements with those responsible for specifying these requirements?

(Clause 7.3.2)

Review the appropriate sections of the “contract review” and design control processes / procedures and provide evidence that these steps are followed appropriately.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	117. Does the organization follow a systematic approach to translate what the customer wants (in terms of product performance and capability) into how it will be accomplished (i.e., into measurable and controllable technical requirements and actions throughout each stage of design / development)?

(Measure of Effectiveness: Clause 7.3.2)

Review the design control processes / procedures and a recent project plan, and interview the responsible project manager to verify.


	
	

	118. Do the organization’s “contract review” processes / procedures provide for transmitting “contract review” information to the personnel involved with product design?

(Measure of Effectiveness: Clause 7.3.2)

Compare a recent order / contract (where the contract required product design) to the associated design plans to verify that this information was used in the design plan.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	119. Are design outputs clearly documented and expressed in terms of requirements that are verifiable against the design inputs (such as material and production requirements, calculations, and other means of analysis)?

(Clause 7.3.3)

Review some design output documents for adequacy.
	
	

	120. Are design outputs (such as drawings, specifications, bills of material, etc.) reviewed against design input requirements and approved prior to release?

(Clause 7.3.3)

Review a sample of design files to check that the methods used are well understood, effective, and consistently followed.  Verify that appropriate reviews of design output documents were performed prior to their release, looking for approval stamps, signatures, etc.
	
	

	121. Do design outputs conform to all statutory and regulatory requirements and other identified design inputs?

(Clause 7.3.3a)

Review a recent design file and interview the responsible engineers to ensure that these issues are understood and followed.
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	122. Do the organization’s product design and development processes address defining and documenting design outputs which provide appropriate information for purchasing, production and service operations?

(Clause 7.3.3b)

Review the design control processes / procedures and talk to people in Engineering to verify.  

Determine the extent to which operating procedures, work instructions, specifications, etc. specifying the characteristics of the product are developed by the Engineering function.

Talk to people in Purchasing to determine if they have the information needed (specifications, suppliers, etc.) to purchase products and services related to the design.

Talk to people in Production to determine if they have the information needed (methods, specifications, etc.) to produce a quality product, considering the training, education, and skill level of the people involved.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	123. Does the design output explicitly state or reference product acceptance criteria for all departments and personnel involved in performing verification activities?

(Clause 7.3.3c)

Review a sample of design output documents for adequacy.


	
	

	124. Does the design output clearly identify those characteristics of the design that are essential to the safe and proper use of the product?

(Clause 7.3.3d)

Check operation, storage, handling, maintenance, disposal, and other requirements stated by applicable laws and regulations.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	125. Do the organization’s design and development processes address the planning and conducting of systematic design reviews at appropriate design stages to evaluate the ability of the design to meet requirements, and to identify problems and propose necessary actions?

(Clause 7.3.4)

Review the processes / procedures and check a sample of design files for records of such reviews.


	
	

	126. Do the participants in design reviews include representatives from all the necessary functions concerned with the design stage being reviewed?

(Clause 7.3.4)

Review a sample of design review records to verify, ensuring that representatives from Quality Assurance, Sales, and Manufacturing are included in the process at appropriate stages of the design / development process.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	127. Are the design reviews and any necessary follow-up actions and their results recorded?

(Clause 7.3.4)

Review the design and development processes and review a sample of design files to confirm.

Talk to people in Engineering to determine if and how action items related to design reviews are resolved and recorded.


	
	

	128. Does the organization perform a “postmortem” project review to assess the efficiency and effectiveness of the project plan and its execution to learn from and apply the insights for continuous improvement of design / development activities?

(Measure of Effectiveness: Clause 7.3.4)

Check a recent design file and interview a project manager to verify.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	129. Are design verifications planned and carried out at appropriate stages of the design process by qualified personnel to ensure that the product’s specific design-stage outputs meet design-stage input requirements?

(Clause 7.3.5)

Check a recent design file and interview the personnel who were involved in conducting the verification to ensure the process for conducting design verification is well understood, effective, and consistently followed.  

	
	

	130. Are specific criteria defined for establishing the manner in which design verification will be conducted – such as formal design reviews, qualification tests, alternative calculations, or comparison to similar designs?

(Measure of Effectiveness: Clause 7.3.5)

Review the design processes / procedures and interview a project manager to verify.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	131. Are the results of design and development verification and necessary follow-up actions recorded?

(Clause 7.3.5)

Review the design control processes / procedures and talk to people in Engineering to determine if design verification activities and related action items are recorded.  Review a sample of completed design projects to verify compliance.  


	
	

	132. Does the organization plan and conduct design validation tests to verify that the final product meets the customer’s performance needs and other input requirements for the specified application or intended use, where known?

(Clause 7.3.6)

Review the design processes / procedures and a recent design file to verify.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	133. Do the organization’s design processes / procedures specify when in the product development process validation testing should occur, such as after successful design verification?

(Clause 7.3.6)

Review the design processes / procedures and interview a project manager to verify.  


	
	

	134. If actual operating conditions cannot be created to validate the product’s performance, does the design process / procedure call for alternative measures (such as simulation, calculations, alternative testing, or customer testing)?

(Clause 7.3.6)

Review the design control processes / procedures and talk to people in Engineering to verify that partial validation is conducted to the extent applicable in cases where full validation cannot be performed prior to delivery / implementation.

Review a sample of completed design projects to verify compliance.  
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	135. Are the results of design and development validation and necessary follow-up actions recorded?

(Clause 7.3.6)

Review the design control processes / procedures and talk to people in Engineering to determine if design validation activities and related action items are recorded.  Review a sample of completed design projects to verify compliance.  

	
	

	136. Does the organization have a defined process / procedure to identify, document, review and approve all design changes and modifications prior to their implementation?

(Clause 7.3.7)

Review the design change processes / procedures and talk to people in Engineering. 


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	137. Is the process / procedure for design changes effective in ensuring all design changes or modifications are reviewed and approved by authorized personnel prior to their implementation?

(Clause 7.3.7)

Review the design change processes / procedures and review a sample of recent design changes to ensure proper authorization. 


	
	

	138. Are design changes verified and validated, as appropriate, before implementation?

(Clause 7.3.7)

Review the design control processes / procedures and talk to people in Engineering to determine if design changes are subjected to design verification and validation requirements (Clauses 7.3.5 and 7.3.6, respectively).  Review a sample of completed design changes to verify compliance.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	139. Does the organization’s design change process / procedure address evaluating the effect of design changes on constituent parts and products already delivered?

(Clause 7.3.7)

Review the design change processes / procedures, talk to people in Engineering, and review a sample of recent design changes to determine the extent to which this requirement is met. 


	
	

	140. Are the results of the review of design changes and necessary follow-up actions recorded?

(Clause 7.3.7)

Review the design control processes / procedures and talk to people in Engineering to determine if design change reviews and related action items are recorded.  Review a sample of completed design changes to verify compliance.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	141. Has the organization controlled its purchasing processes through defined processes or procedures to ensure that all purchased products and services conform to specified requirements?

(Clause 7.4.1)

Review the purchasing processes / procedures and talk to people in Purchasing to the extent to which these processes are understood and followed by all personnel involved.

	
	

	142. Has the organization defined the type and extent of control exercised over its suppliers, and is this control dependent upon the effect of the purchased product / service on the organization’s processes and products?

(Clause 7.4.1)

Check for different levels of receiving inspection, supplier performance evaluation, etc., and discuss this issue with the Purchasing Manager.

	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	143. Is an Approved Supplier List (ASL) or equivalent mechanism established and maintained based upon suppliers’ performance and reviews of the suppliers’ capability versus the organization’s requirements?

(Clause 7.4.1)

Review the supplier selection and evaluation processes / procedures and talk to people in Purchasing.  Verify the existence of the ASL (or equivalent) and assess the level of control used.


	
	

	144. Are specific criteria for selection, evaluation and re-evaluation of suppliers defined (based on quality system, product / service quality, delivery, and cost)?

(Clause 7.4.1)

Review the supplier selection and evaluation processes / procedures and talk to people in Purchasing to determine if these criteria are established and consistently followed.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	145. Does the organization purchase any products or services that directly affect product quality or the quality system from suppliers not on the ASL (or equivalent)?

(Measure of Effectiveness: Clause 7.4.1)

Compare a sample of purchase orders to the ASL for the corresponding supplier and verify the existence of records justifying their inclusion on the ASL.


	
	

	146. Does the ASL (or equivalent) also include suppliers that deal with the calibration of equipment, trucking and traffic carriers, temporary employment services, and other non-material related suppliers?

(Measure of Effectiveness: Clause 7.4.1)

Compare a sample of purchase orders to the ASL for the corresponding supplier and verify the existence of records justifying their inclusion on the ASL.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	147. Are the criteria and processes established to not only add but also remove suppliers from the ASL (or equivalent) appropriate and effectively used?

(Measure of Effectiveness: Clause 7.4.1)

Review and assess the suitability of the processes employed and state the findings.


	
	

	148. Are the results of supplier evaluations and necessary follow-up actions recorded?

(Clause 7.4.1)

Review the records of supplier evaluation to ensure that the results of follow-up actions such as supplier corrective action requests, modified inspection requirements, etc., are recorded.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	149. Do the purchasing documents (such as contracts and purchase orders) clearly identify the product and/or service ordered in terms of type, class, grade, model, part number / revision, or other sufficient precise identification?

(Clause 7.4.2)

Review a sample of purchasing documents and check for complete descriptions of materials by units of measure, grade, type, etc.


	
	

	150. When drawings, catalogs, specifications, reference standards, safety and environmental factors, inspection or testing instructions, etc., are essential for the control of purchased products or services, are such reference documents clearly identified on the purchase order?

(Clause 7.4.2)

State the evidence based on a sample of purchasing documents.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	151. Are requirements concerning the approval or qualification of supplier material, processes, equipment, personnel, and/or procedures clearly stated on the purchasing documents, when applicable?

(Clause 7.4.2)

State the evidence based on a sample of purchasing documents.

	
	

	152. Is a quality management system standard (ISO 9001, MIL STD, customer-specific requirements, etc.) stated on the purchasing documents, when applicable?

(Clause 7.4.2)

State the evidence based on a sample of purchasing documents.
	
	

	153. Are purchasing documents reviewed and approved for adequacy of specified requirements by authorized personnel prior to release?

(Clause 7.4.2)

Review a sample of purchasing documents, looking for approval signatures, stamps, etc., applied by authorized personnel.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	154. Is Receiving Inspection notified of product verification changes (such as change of a supplier, change of specifications, change of incoming inspection requirements, etc.)?

(Clause 7.4.3)

Interview personnel at Receiving and assess the effectiveness of methods used.

See also clause 8.2.4 for additional requirements related to the verification of purchased product.


	
	

	155. Do purchasing documents specify arrangements for product verification at the supplier’s premises (performed either by the organization or the customer) and method of product release, when applicable?

(Clause 7.4.3)

Examine purchase contracts that require supplier site verification to verify that the requirements are clearly stated.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	156. Are production and servicing processes properly identified, planned, and carried out under “controlled conditions”?

(Clause 7.5.1)

Check for production plans, production schedules, operation or routing sheets and other control mechanisms and information that specify the required characteristics of the product or service and methods for product release, delivery, and post-delivery activities throughout the audit of production and service operations.  


	
	

	157. Is information describing the characteristics of the product available and clearly defined via samples, illustrations, documents, etc., where such information is required to meet requirements?

(Clause 7.5.1a)

Check areas where cosmetic or subjective criteria exist and look for specific criteria which define whether a product is “good” or “not good”.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	158. Are the personnel responsible for performing work subject to workmanship requirements knowledgeable about those requirements?

(Clause 7.5.1a)

Interview a sample of these personnel to verify.  


	
	

	159. Is there a systematic approach used to determine if the absence of documented procedures or work instructions would adversely affect quality?

(Clause 7.5.1b)

Interview department managers responsible for making these decisions and interview production and service personnel to determine where documented work instructions and/or procedures may be needed.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	160. In areas where documented work instructions exist, are they accurate, complete, and up-to-date?

(Clause 7.5.1b)

Verify a sample of work instructions to the master list (or equivalent) to verify revision dates.  Interview the work instruction users to verify accuracy and effectiveness.  


	
	

	161. Do the process control work instructions clearly specify appropriate reference standards, codes, and/or other pertinent information needed to properly operate equipment or perform processes?

(Clause 7.5.1b)

Review a sample of these documents and state the findings.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	162. Is there any evidence to suggest that production or service equipment is not suitable to achieve the required level of quality?

(Clauses 6.3 and 7.5.1c)

Check for reliable equipment, fixtures, tooling, and good housekeeping practices and state the findings.  


	
	

	163. Is the capability of new or refurbished equipment and/or tooling consistently proven out through process capability studies?

(Measure of Effectiveness: Clause 7.5.1)

Interview responsible managers and state the findings.  Review the results of process capability studies performed.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	164. Are all department managers aware of their responsibility to carry out suitable maintenance for the equipment in their areas in order to ensure continuing process capability?

(Clauses 6.3 and 7.5.1c)

Interview these managers and state the findings.


	
	

	165. Are maintenance schedules developed and results recorded in all departments as required to ensure continuing process capability?

(Clauses 6.3 and 7.5.1c)

Sample department maintenance records and evaluate data on capability.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	166. Is there any evidence to suggest that monitoring and measuring devices required to monitor the organization’s processes or products are not available and/or not used?

(Clause 7.5.1d)

Check for suitable monitoring and measuring devices to support the identified monitoring and measurement activities.


	
	

	167. Is there any evidence to suggest that monitoring and measuring activities on the organization’s products or processes are inadequate to achieve the required level of quality?

(Clause 7.5.1e)

Check for suitable monitoring and measuring activities to monitor and control process parameters and product characteristics throughout production and service operations. Review a sample of quality plans and / or related documents and state the findings.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	168. Are the results of monitoring and measuring activities of process parameters and product characteristics adequately documented?

(Measure of Effectiveness: Clause 7.5.1)

Check for records of these activities and state the findings.


	
	

	169. Are all standards, codes, procedures, quality plans and other work instructions properly followed?

(Measure of Effectiveness: Clause 7.5.1)

Verify that these documents are written so that employees can and do consistently understand and follow them.  Observe work activities to verify compliance with these documents.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	170. Does the organization have defined processes / procedures for verifying that post-delivery services provided meet specified requirements and yield high levels of customer satisfaction?

(Clause 7.5.1f)

Review the defined processes and/or procedures and interview the Manager of Customer Service.
	
	

	171. Is the manner in which the organization provides service parts and customer training sufficient to provide high levels of service and customer satisfaction?

(Clause 7.5.1f)

Review the defined processes and/or procedures and interview the Manager of Customer Service.


	
	

	172. Does the organization maintain sufficient and appropriate records to document customer service performance and customer satisfaction?

(Clause 7.5.1f)

Review the defined processes and/or procedures and interview the Manager of Customer Service.
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	173. Has the organization identified all the production and service processes in their operations where the resulting output cannot be verified by subsequent monitoring and measurement, including any processes where deficiencies may become apparent only after the product is in use or their service has been delivered?

(Clause 7.5.2)

Interview Production and Service Managers to determine which processes in the organization fall under the requirements of this clause, such as welding, soldering, painting, and some service operations.


	
	

	174. Are methods for qualifying processes, equipment, and personnel for these “special processes” and for determining their capability of meeting specified requirements established, well-understood, and effectively used?

(Clause 7.5.2a-b)

Review the methods employed, interview those responsible for their implementation, and review records of “qualified” processes.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	175. Are documented instructions / procedures developed to govern the continuous monitoring and control of “special processes” to ensure that specified requirements are met, where applicable?

(Clause 7.5.2c)

Check for the existence of this documentation for special processes.
	
	

	176. Are records for the qualified processes, equipment, and personnel correctly stored and maintained?

(Clause 7.5.2d)

Review some records to address this issue and state the findings.


	
	

	177. Has the organization considered the need and implemented arrangements for re-validation of these “special processes”?

(Clause 7.5.2e)

Review the methods employed, interview those responsible for their implementation, and review the records of re-validation.

Re-validation may be required, for example, when equipment, personnel, and/or methodologies are changed.
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	178. Does the organization have defined processes and/or procedures for identifying all products and materials from receipt through all stages of production, delivery, and installation?

(Clause 7.5.3)

Review the defined processes and/or procedures.  Look for suitable product and material identification by means of tags, stamps, codes, applicable drawings, specifications, and other documents.


	
	

	179. Can any floor stock item be easily and correctly identified?

(Measure of Effectiveness: Clause 7.5.3)

Conduct a random sample of items in production and storage areas.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	180. If in-process material accidentally fell from a transport unit while in transit between operations, could the “lost” material be easily identified?

(Measure of Effectiveness: Clause 7.5.3)

Conduct a random sample of items in production and storage areas and interview a sample of production personnel.  


	
	

	181. Does the stock room identification for materials consistently match with the information stated on the inventory master and bill of material records?

(Measure of Effectiveness: Clause 7.5.3)

Conduct a random sample of items in the stockroom to verify.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	182. Do the methods used for material identification allow for identifying the revision level under which it was manufactured when appropriate?

(Measure of Effectiveness: Clause 7.5.3)

Conduct a random sample of items in the stockroom to verify.


	
	

	183. When materials are identified by batches, are sufficient controls provided to ensure all materials from a single batch remain together and properly identified throughout the production process?

(Measure of Effectiveness: Clause 7.5.3)

Conduct a random sample of items in production and storage areas and interview a sample of production personnel.  
	
	

	184. Are all materials and supplies indirectly used in the manufacture of the organization’s products identified to allow for their proper application and use?

(Measure of Effectiveness: Clause 7.5.3)

Check for proper identification of lubricants, coolants, fixtures, tooling, packaging, preservation materials, etc.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	185. Does the method used to identify finished products (by product number, serial number, etc.) prevent damage to or deterioration of the product’s identification?

(Measure of Effectiveness: Clause 7.5.3)

Conduct a random sample of items in production and storage areas and interview a sample of production personnel.  


	
	

	186. Are the requirements and responsibilities to identify the status of products with respect to monitoring and measurement requirements adequately stated in the organization’s procedures, work instructions, and/or quality plans?

(Clause 7.5.3)

Review a sample of these documents to verify.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	187. Are personnel who perform monitoring and measurement activities (inspection and test) aware of their responsibility to identify the status of the product with respect to the monitoring and measurement requirements according to the applicable procedures and/or quality plans?

(Clause 7.5.3)

Interview a sample of the responsible personnel and look for identification of the product monitoring and measurement status.  


	
	

	188. Is there any evidence to suggest that the monitoring and measurement status of verified parts / products is unknown?

(Clause 7.5.3)

Check a sample of manufactured and purchased materials to verify.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	189. Does the method or means used to identify the monitoring and measurement status ensure that only product that has passed the required monitoring and measurement activities or has been authorized for concession is dispatched, used, or installed?

(Measure of Effectiveness: Clause 7.5.3)

Assess the methods used and the results obtained.  


	
	

	190. Where required, do the processes or procedures for product traceability ensure that customers can be correctly supplied with replacement materials for existing products?

(Clause 7.5.3)

Review the process and/or procedure and interview Service personnel to verify.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	191. Where required, do the processes or procedures for product traceability provide for tracing a product’s origin to specific lots or batches?

(Clause 7.5.3)

Review the process and/or procedure and review a sample of completed product traceability records to verify.  


	
	

	192. Where required, are complete and accurate records kept of product and material history, including the material and product original lot or batch information?

(Clause 7.5.3)

Review the process and/or procedure and review a sample of completed product traceability records to verify.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	193. Has the organization specified how long product traceability records are kept?

(Clause 7.5.3)

Review the process and/or procedure and review a sample of records to verify compliance.


	
	

	194. Does the organization have defined processes and/or procedures to identify, verify, protect, and safeguard customer property provided for use or incorporation into the product?

(Clause 7.5.4)

Interview the Receiving Manager, and ensure that customer property such as material, components, shipping materials, etc. are suitably identified, protected and maintained.  

Also assess methods for initial verification of customer property (e.g., at receiving inspection) and verify the existence of verification / inspection records.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	195. If any customer property should become lost, damaged, or unsuitable for use, is the incident recorded and promptly reported to the customer?

(Clause 7.5.4)

Review the process / procedure and verify that complete and accurate records are generated.  

	
	

	196. Does the organization’s process / procedure for control of customer property include provisions for intellectual property (e.g., confidential information, engineering prints / specifications, etc.)?

(Clause 7.5.4)

Review the process / procedure and evaluate the extent to which intellectual / confidential information is identified, verified, protected and maintained.  
	
	

	197. Are storage areas for customer samples and other property clearly identified?

(Measure of Effectiveness: Clause 7.5.4)

Check Receiving and Storage areas to verify.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	198. Are all managers involved in identification, handling, packaging, storage, and protection of product and constituent parts of a product aware of their responsibility to establish processes and/or procedures for these activities in their areas?

(Clause 7.5.5)

Interview Production Managers and assess the suitability of methods / documents defined to prevent the damage or deterioration of materials and products by looking for evidence of damaged products.  


	
	

	199. Does nonconforming product data indicate those quality defects caused by poor material handling, storage, or packaging are a problem?

(Clause 7.5.5)

Review the data and state the findings.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	200. Are materials and finished products identified in a manner consistent with customer requirements?

(Clause 7.5.5)

Interview Production and Sales Managers to determine the applicable customer identification / shipping requirements, and assess the level of compliance.  
	
	

	201. Does the organization utilize appropriate handling methods, devices, and containers to prevent damage and/or deterioration of all materials and products?

(Clause 7.5.5)

Observe product handling methods, look for evidence of damaged product, and interview material handling personnel.  


	
	

	202. Does the organization have defined processes and/or procedures to ensure the appropriate packaging of all materials and products?

(Clause 7.5.5)

Interview Production Managers and assess the suitability of methods / documents defined.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	203. Does the organization effectively control the packaging and containment of all materials and products in a manner to ensure their preservation and conformance to requirements?

(Clause 7.5.5)

Observe the product packaging methods and look for evidence of damaged products.  


	
	

	204. Do packaging instructions specify special handling and protection requirements when necessary to ensure product preservation and safety?

(Clause 7.5.5)

Interview Production Managers and assess the suitability of methods / documents defined.  


	
	

	205. Are the processes / procedures for product packaging consistent with the methods governing product identification?

(Clause 7.5.5)

Interview Production Managers and assess the suitability of methods / documents defined.  
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	206. Are appropriate storage areas and stock rooms used to prevent damage or deterioration of products pending use or delivery?

(Clause 7.5.5)

Review the infrastructure in these areas and state the findings.  


	
	

	207. Are the storage policies (such as FIFO) appropriate and consistently followed for authorizing receipt to and dispatch from storage areas and stock rooms?

(Clause 7.5.5)

Interview Production Managers and assess the suitability of methods / documents defined.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	208. Do personnel perform assessments of stored materials at appropriate intervals to assess product deterioration or potential deterioration from a variety of different causes?

(Clause 7.5.5)

Review the records with managers in these areas and state the findings.  


	
	

	209. Does the organization define and track “time in storage” for all materials where quality is governed by shelf life or equivalent factors?

(Clause 7.5.5)

Review the records with managers in these areas and state the findings.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	210. Does the organization provide for the protection of product during delivery to the final destination?

(Clause 7.5.5)

Interview Production Managers and assess the suitability of methods / documents defined.  Review product return and customer complaint data to assess the suitability of shipping methods and product packaging and protection during shipment.  


	
	

	211. Are the organization’s processes, procedures and methods for the preservation of product well understood and effectively followed by the personnel performing these tasks?

(Clause 7.5.5)

Interview these personnel and evaluate their understanding and compliance, and evaluate the overall suitability of results obtained.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	212. Is there evidence to suggest that the required product measurements and the accuracy of those measurements have been correctly identified and defined?

(Clause 7.6)

Check for specified verification activities and stated tolerances on the specification sheets, prints, and other criteria used for verification decisions.


	
	

	213. Does the organization select and use monitoring and measuring devices that are capable of the accuracy and precision necessary to assure product quality?

(Clause 7.6)

Verify that the equipment’s measurement capability matches or exceeds the measurement requirements by a minimum 4:1 ratio.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	214. Does the organization have established processes to ensure that monitoring and measurement can be carried out and are carried out in a manner that is consistent with the monitoring and measurement requirements?

(Clause 7.6)

Look for the existence of defined processes / procedures for assessing and recording measurement system capability for the monitoring and measurement devices in use.  These studies should include issues such as measurement bias, stability, linearity, and repeatability and reproducibility (Gage R&R). 

Talk to people in Quality and review the results obtained.


	
	

	215. Where monitoring and measuring device technical data is required for customer verification of capability, is the data available to show that the equipment used is functionally adequate?

(Clause 7.6)

Interview the Manager of Quality Assurance and review the appropriate records.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	216. For monitoring and measuring devices found in service, is there a Gage R&R value that is less than or equal to 20% for the characteristic and tolerance being measured?

(Measure of Effectiveness: Clause 7.6)

Interview the Manager of Quality Assurance and assess the results if any are available.


	
	

	217. What action is taken if and when the Gage R&R value exceeds 20% in a given situation?

(Measure of Effectiveness: Clause 7.6)

Interview the Manager of Quality Assurance and assess the actions taken for effectiveness.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	218. Has the organization identified and included all monitoring and measuring devices used to ensure product conformance to customer requirements in an active calibration system?

(Clause 7.6)

Review the calibration records and interview the Manager of Quality Assurance.  Throughout the audit, review monitoring and measuring devices in use to ensure they are included in the calibration system.


	
	

	219. Does the calibration system include any test software or hardware (jigs, fixtures, templates, patterns, etc.) that are used for verification, and are they validated prior to use and calibrated / rechecked at regular intervals?

(Clause 7.6)

Review the calibration records and interview the Manager of Quality Assurance.  Throughout the audit, review test software and hardware in use to ensure it is included in the calibration system.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	220. Are the responsibilities for controlling, calibrating, and maintaining monitoring and measuring devices well defined and understood by personnel involved with the calibration system?

(Clause 7.6)

Review the processes / procedures employed and interview various personnel involved.


	
	

	221. Does the calibration system ensure that all monitoring and measuring devices are calibrated or verified at specified intervals or prior to use?

(Clause 7.6a)

Review the calibration records and evaluate the basis for the intervals defined.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	222. Is calibration / verification performed against certified equipment or standards known to be valid and traceable to nationally or internationally recognized measurement standards?

(Clause 7.6a)

Check for certified gage blocks, weights, angles, etc., and state the evidence.  Also ensure that these standards themselves are periodically re-validated.


	
	

	223. Where it is not possible or applicable to calibrate monitoring and measuring devices against  standards traceable to national or international measurement standards, has a calibration method been established and recorded that provides consistent results and meets customer requirements?

(Clause 7.6a)

Check for a documented / recorded basis for calibration of these items.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	224. Does the organization have documented work instructions addressing “How To” calibrate the various types of monitoring and measuring devices in use?

(Measure of Effectiveness: Clause 7.6b)

Check to ensure they exist and are effectively used.


	
	

	225. Do the processes for calibration of individual monitoring and measuring devices address such issues as identification numbers, storage location, frequency of checks, method of checks, acceptance criteria, and action to be taken when calibration results are unsatisfactory?

(Measure of Effectiveness: Clause 7.6b)

Review the processes / procedures and related calibration records.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	226. Do personnel performing calibrations understand the acceptance criteria and know what to do with equipment that fails calibration tests?

(Measure of Effectiveness: Clause 7.6b)

Interview several people who calibrate equipment to verify.


	
	

	227. Is the calibration status of all monitoring and measuring devices clearly marked on each device?

(Clause 7.6c)

Sample monitoring and measuring devices throughout the audit to verify, looking for tags, logs, or records showing this status.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	228. Does the organization use safeguards to ensure the monitoring and measuring devices are not adjusted or “disturbed” during the calibration period?

(Clause 7.6d)

Audit various areas to assess these issues and look for specific safeguards on the devices.


	
	

	229. Are all monitoring and measuring devices handled, maintained, and stored in a manner to protect them from damage and deterioration?

(Clause 7.6e)

Audit various areas to assess these issues and state the findings.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	230. When monitoring and measuring devices are found to be out of calibration, is the validity of previous results re-assessed and recorded; and is appropriate action taken on both the equipment and any product affected?

(Clause 7.6)

Review the process / procedure for control of monitoring and measuring devices. Look for records that document the investigation relating to any nonconforming devices and for evidence of the initiation of appropriate action (e.g., product recall, re-inspection with calibrated equipment, etc.) under these circumstances.


	
	

	231. Are calibration / verification results recorded, and does the calibration process / procedure specify where and how long calibration records are kept?

(Clause 7.6)

Review the process and/or procedure, and check that complete and accurate calibration records are maintained for each monitoring and measuring device sampled.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	232. Are all calibrations and subsequent monitoring and measuring activities carried out under suitable environmental conditions?

(Measure of Effectiveness: Clause 7.6)

Check to ensure that temperatures, vibrations, or other physical conditions do not impair or adversely affect these activities.


	
	

	233. Does the organization analyze data from calibration tests to identify trends, potential problems, and/or opportunities for improvement?

(Measure of Effectiveness: Clause 7.6)

Interview the Manager of Quality Assurance and assess the results if any are available.


	
	


CLAUSE 8

MEASUREMENT, ANALYSIS AND IMPROVEMENT

	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	234. Has the organization planned and implemented the monitoring, measurement, analysis and improvement activities needed to demonstrate conformity of product, ensure conformity of the quality management system and to continually improve the effectiveness of the quality management system?

(Clause 8.1)

Throughout the organization, check that monitoring and measurement activities have been defined and implemented to provide adequate information for data analysis and improvement processes.

Look for a defined process or procedure to identify and plan these activities, and examine records resulting from these activities.  Assess the degree to which this information and data is used to drive corrective or preventive action and other improvement efforts.

Possible areas for measurement include information related to customer satisfaction, internal / external audits, process capability and efficiency, product measurement (inspection), nonconforming product, and the status of corrective / preventive actions.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	235. Are systematic approaches used for identifying the need for statistical techniques for establishing and verifying process capabilities?

(Clause 8.1)

Interview Quality and Production Managers and verify how the need was identified.

Check that statistical techniques such as capability studies, design of experiments, etc., are suitably implemented and controlled.


	
	

	236. Are systematic approached used for identifying the need for statistical techniques for establishing, controlling, and verifying product characteristics?

(Clause 8.1)

Interview Quality and Production Managers and verify how the need was identified.

Check that statistical techniques such as Statistical Process Control (SPC) and statistical sampling methods are suitably implemented and controlled.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	237. Does the organization need to utilize statistical techniques for assessing, controlling, and improving their quality management system and processes?

(Clause 8.1)

Observe process and product monitoring and measurement activities throughout the audit and evaluate the need for statistical methods in these activities.


	
	

	238. Where defined processes or procedures are established for controlling the application of statistical techniques, are these processes/procedures understood and implemented by the responsible personnel?

(Clause 8.1)

Determine if such processes / procedures exist, interview a sample of personnel responsible for their implementation, and review a sample of resulting records to verify compliance.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	239. Does the organization monitor information relating to customer perception as to whether the organization has met customer requirements?

(Clause 8.2.1)

Check that customer satisfaction is measured and monitored.  Possible sources include customer surveys, customer complaints, direct communication with customers, consumer reports, benchmarking, etc. 

State the methods utilized. Assess the suitability of these methods and the degree to which methods extend beyond “reactive” or “passive” approaches (e.g., analysis of customer complaints).

	
	

	240. Has the organization defined the methodologies for obtaining and using information on customer satisfaction?

(Clause 8.2.1)

Ensure the methods used, including details of information source(s) and frequency of measurement, are defined and state the evidence.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	241. Does the organization have a defined process / procedure to document, communicate, resolve, and subsequently prevent customer satisfaction problems and customer complaints?

(Clause 8.2.1)

Review the process / procedure utilized, and verify that customer complaints are identified and resolved according to this process.  Review records of past customer complaints and verify that these issues were considered for possible corrective action (see also Clause 8.5.2).


	
	

	242. Does the organization have a documented procedure for internal audits which includes responsibilities and requirements for planning and conducting audits, and for reporting results and maintaining records?

(Clause 8.2.2)

Ensure this documented procedure exists and verify it addresses each of the issues above.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	243. Are internal audits performed at planned intervals which assess if the quality management system conforms to the planned arrangements (see 7.1), to the requirements of ISO 9001 and to the quality management system requirements established by the organization; and is effectively implemented and maintained?

(Clause 8.2.2)

Ensure that internal audits do not audit solely to the requirements of ISO 9001, but also to additional requirements that may be defined in the organization's quality manual, procedures, and work instructions.  Review recent internal audit records to verify.

Review records of past internal audits to ensure that both compliance to requirements and effectiveness of processes utilized are addressed.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	244. Has the organization planned an audit program and set specific internal audit objectives, taking into consideration the status and importance of the processes and areas to be audited, as well as the results of previous audits?

(Clause 8.2.2)

Review the audit plan / program and talk to the Manager of Quality Assurance to ensure that audit frequencies are based on status and importance of activities, departments, and/or ISO 9001 clauses.  

Also review past audit records to ensure that audit frequencies are adjusted based on negative and positive findings of previous audits.


	
	

	245. Are personnel involved in internal audits well-informed about the purpose and scope of audits?

(Measure of Effectiveness: Clause 8.2.2)

Interview recent auditees.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	246. Does the organization define the criteria, scope, frequency, and methods for internal audits?

(Clause 8.2.2)

Review the records of recent internal audits to ensure that each of the following are defined:

· reference policies, procedures and other requirements to be audited against (i.e., criteria),

· processes and/or areas to be audited (i.e., scope),

· period of time between audits of a particular process or area (i.e., frequency), and

· steps to follow and/or auditing approaches (i.e., methods).

Talk to the Manager of Quality Assurance to ensure that audit frequencies are defined in an audit program.  Comment on the suitability of frequencies established.

Review the methods used to define the scope of individual audits and state the methods used.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	247. Are checklists and/or other criteria to guide the performance of internal audits established and consistently used?

(Measure of Effectiveness: Clause 8.2.2)

Review recent audit records and look for the checklists and other methodologies used to guide the performance of the audit.  State the evidence.


	
	

	248. Does the organization’s internal audit procedure address the selection of auditors and conduct of audits to ensure objectivity and impartiality of the audit process, and to ensure that auditors do not audit their own work?

(Clause 8.2.2)

Discuss this issue with the personnel responsible for planning audits and state methods used to ensure objective and impartial audits.  Review recent audit records and the organizational positions of auditors to assess their independence from the activities audited.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	249. Are internal audits performed by trained and qualified auditors?

(Clauses 6.2.2 and 8.2.2)

Review recent audit records and records of auditor training, which should include training on the requirements of ISO 9001, concepts and terminology of ISO 9000, performance improvement guidelines of ISO 9004, and auditing methods and techniques.


	
	

	250. Has the organization defined what records are to be kept to document the audit process and results?

(Clause 8.2.2)

Review the procedure for conducting internal audits and review the records of past audits to ensure records are maintained as planned.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	251. Are the results of internal audits documented and reported to management?

(Clause 8.2.2)

Review records of recent audits and interview the management personnel affected to ensure effective communication of the results.


	
	

	252. In cases where deficiencies or nonconformities are identified, are timely actions taken according to eliminate the detected nonconformities and their causes?

(Clause 8.2.2)

Review recent audit records and look for corrective action requests or similar activities corresponding to the problems found in the audit.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	253. Do follow-up audit activities verify and record the implementation and effectiveness of prior actions taken and ensure reporting of verification results?

(Clause 8.2.2)

Review recent audit records and check that the investigation included auditing “closed out” corrective actions.  Ensure that the verification results were communicated to the appropriate personnel.
	
	

	254. Is top management actively involved in and concerned with the internal audit process?

(Measure of Effectiveness: Clause 8.2.2)

Review a recent audit program and report, looking for a management closing meeting and management participation as auditors or observers.

  
	
	

	255. Are internal audits used as a means to identify opportunities for and drive improvements in the quality management system?

(Measure of Effectiveness: Clause 8.2.2)

Review recent audit records, looking for improvement ideas and effective follow-through.
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	256. Has the organization applied suitable methods for monitoring and measurement of quality management system processes, and do these methods demonstrate the ability of the processes to achieve planned results?

(Clause 8.2.3)

Ensure that suitable process monitoring and measurement activities (such as statistical process control, process capability studies, process accuracy / yield, cycle time / throughput, resource utilization) are defined and implemented to ensure that processes operate under controlled conditions and as expected.  

Review and comment on the suitability of process monitoring and measuring activities throughout the organization – not simply in “production” processes.

Review records of process measures implemented and ensure the measures employed are periodically re-evaluated to ensure continuing process capability and continual improvement.

Ensure that when planned results are not achieved, correction is taken to fix the immediate problem, and corrective action is taken, as appropriate, to fix the root cause of the problem and to ensure conformity of the product.  Look for evidence of these activities and state the findings.
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	257. Are all product testing, inspection, measuring, and monitoring activities clearly defined and understood by all verification personnel?

(Clause 8.2.4)

Check for the existence of procedures, work instructions, and/or quality plans which define the verification activities required in receiving, in-process, and final inspection activities.

Interview personnel responsible for these activities to assess compliance.


	
	

	258. Is the amount and degree of product testing, inspection, measuring, and monitoring activity suitable to prevent nonconforming product from being used and/or provided to the customer?

(Clause 8.2.4)

Review the stages of production where these activities are performed (receiving, in-process, and final inspections) and assess their effectiveness by reviewing “reject” data and customer complaints related to nonconforming product.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	259. Do receiving inspection / testing methods and procedures specify different amounts of inspection to apply depending on suppliers’ performance or ranking and on the amounts of control and inspection exercised by the supplier?

(Measure of Effectiveness: Clause 8.2.4)

Review the process / procedure used, interview Receiving personnel, and state the findings.  


	
	

	260. Does nonconforming product data indicate that supplier quality is a significant problem?

(Measure of Effectiveness: Clause 8.2.4)

Interview the Managers of Purchasing and Receiving, review the data, and state the findings.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	261. Do receiving inspection / testing methods and procedures address how to feedback information to Purchasing regarding poor quality performance of a supplier?

(Measure of Effectiveness: Clause 8.2.4)

Interview the Managers of Purchasing and Receiving, review the process / procedure, and state the findings.  


	
	

	262. If material is released for urgent production prior to verification / inspection at any stage of production, is the material positively identified and recorded so that it can be easily recalled if needed?

(Measure of Effectiveness: Clause 8.2.4)

Review the product verification documents / processes to determine if this situation is applicable, then interview various personnel to assess understanding and review material and records in production to assess compliance.  

Also review records and interview personnel to ensure that the required verification activity is completed prior to shipping the product.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	263. Are records providing evidence that all products have passed inspection / test / measurement activities both accurate and readily accessible?

(Clause 8.2.4)

Review several receiving, in-process, and final inspection records and state the evidence.  


	
	

	264. Do the inspection records clearly identify that the product has passed the required measurement / monitoring activities and the acceptance criteria used?

(Clause 8.2.4)

Review several receiving, in-process, and final inspection records and state the evidence.  


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	265. Are all inspection records signed/initialed and dated by the inspection authority responsible for the release of the products?

(Clause 8.2.4)

Review several receiving, in-process, and final inspection records and state the evidence.


	
	

	266. Is there evidence to show that product is always held until the required verification activities have been completed and the necessary records received or generated, unless otherwise approved by a relevant authority, and where applicable, by the customer?

(Clause 8.2.4)

Interview a sample of verification personnel and review records of both customer concession and final inspection to verify compliance and effectiveness.  

Ensure that all required inspection records are completed and available for a sample of recently released product.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	267. Are acceptance criteria, specification requirements, and needed documentation readily available for performing product inspection, test, measurement, or monitoring?

(Clause 8.2.4)

Interview a sample of verification personnel and verify that this information exists and is available. 

Ensure that acceptance criteria for all product features and requirements are defined and communicated to these personnel using specification sheets, checklists, quality plans, and other suitable means.


	
	

	268. In the case of manufactured materials requiring final inspection, do the verification personnel consistently check to ensure that the finished materials have received all required previous (in-process) inspections and tests?

(Measure of Effectiveness: Clause 8.2.4)

Interview a sample of verification personnel and verify the inspection records. 


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	269. Does the organization have a documented procedure for identifying and controlling nonconforming product to prevent its unintended use or delivery?

(Clause 8.3)

Ensure this documented procedure exists and verify it addresses the controls and related responsibilities and authorities for dealing with nonconforming product.


	
	

	270. Are criteria defined to specify under what circumstances the procedure for control of nonconforming product is to be initiated, and when the operator can simply perform the necessary activities to make the material conform to the specified requirements?

(Measure of Effectiveness: Clause 8.3)

Review the procedure and verify that people agree when material is nonconforming versus in-process.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	271. Is nonconforming product being reported correctly?

(Measure of Effectiveness: Clause 8.3)

Review a random sample of nonconforming material reports and state the results.


	
	

	272. Are all relevant personnel aware of a “Stop Order” (or some equivalent means) to stop production on a given order when quality problems are identified?

(Measure of Effectiveness: Clause 8.3)

Interview personnel on this issue and verify that the method used is effective in preventing further processing.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	273. Is nonconforming material properly identified with a “Do Not Use” tag (or equivalent) and/or does the organization have clearly identified “Bond Areas” to prevent inadvertent use of nonconforming material?

(Clause 8.3)

Interview personnel on this issue and review nonconforming material for suitable identification and segregation.


	
	

	274. Does the procedure for control of nonconforming product provide for notifying affected personnel of nonconformities to prevent disruptions in production schedules and customer deliveries?

(Measure of Effectiveness: Clause 8.3)

Review the procedure, trace a sample of recent nonconforming material incidents to verify, and state the evidence.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	275. Does the procedure for control of nonconforming product address the responsibilities and steps to follow in order to identify and assemble personnel with appropriate knowledge, responsibility, and authority to determine the products’ disposition?

(Clause 8.3)

Review the procedure and state the evidence.

Note that nonconforming product can be dealt with by taking action to eliminate the detected nonconformity (rework); by authorizing its use, release or acceptance under concession by a relevant authority and, where applicable, by the customer (use as-is or repair); or by taking action to preclude its original intended use or application (scrap or regrade).
	
	

	276. Are records of the nature of nonconformities and any subsequent actions taken, including concessions obtained, maintained?

(Clause 8.3)

State the evidence based on a random sample of nonconforming material reports. Also comment on how the information in these records is utilized for data analysis and ongoing improvement efforts (see Clause 8.4).
	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	277. Is there evidence to suggest that the review and disposition of nonconforming product are not being completed in a timely manner?

(Measure of Effectiveness: Clause 8.3)

Review a sample of nonconforming material reports and also assess bond or hold areas to determine the amount of time materials have been staged there.


	
	

	278. Are all nonconforming products that are reworked or repaired then reinspected to demonstrate conformity?

(Clause 8.3)

Review a sample of nonconforming material reports and verify that any required re-inspections have been performed and recorded.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	279. If material is regraded, is it properly documented and identified so that it will only be used in situations for which its new grade is specified?

(Clause 8.3)

Verify some regraded materials.


	
	

	280. Are personnel who determine the disposition of nonconforming materials knowledgeable about the criteria for rejecting or scrapping material?

(Measure of Effectiveness: Clause 8.3)

Interview a sample of these personnel and verify that this material is properly treated and identified as rejected or scrap material.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	281. Does the procedure for control of nonconforming product provide for taking appropriate action regarding the effects or potential effects of a nonconformity when the nonconforming product is detected after delivery or use has started?

(Clause 8.3)

Review the procedure and determine if roles and responsibilities are addressed for such a situation (e.g., product recall).  Talk to the people who would be involved in this situation and describe the steps taken.


	
	

	282. When required by the customer, the end-user, regulatory body or other body, is the proposed rectification of nonconforming material reported for concession to the appropriate parties?

(Clause 8.3)

Check several nonconforming material reports for repaired or “use-as-is” material, and check for evidence of communication to the appropriate parties.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	283. In cases where disposition is to “use-as-is” or “repair under concession”, does the nonconforming material report (or other documentation) exist which denotes the actual product condition?

(Measure of Effectiveness: Clause 8.3)

Check several nonconforming material reports for repaired or “use-as-is” material, and check for this documentation.


	
	

	284. Does the organization have a prioritized reduction plan or method to reduce the occurrence of nonconformities?

(Clauses 8.3 and 8.4)

Interview the Manager of Quality Assurance and state the results.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	285. Does the organization determine, collect and analyze appropriate data to demonstrate the suitability and effectiveness of the Quality Management System and to identify improvements that can be made, including data generated by monitoring and measuring activities and other relevant sources?

(Clause 8.4)

Throughout the organization, check that data is collected and analyzed to provide information on each of the following:

a) customer satisfaction, 

b) conformity to product requirements, 

c) characteristics and trends of processes and products including opportunities for preventive action, and 

d) suppliers.

Check that analysis of data is tied to the establishment and updating of quality objectives.  See also Clause 5.4.

Check that this analysis evaluates the overall performance of the organization, and leads to the initiation of corrective and preventive actions for continual improvement.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	286. Is there evidence to show that decisions to solve quality problems are made on the basis of data instead of emotion, opinion, or past experience?

(Clause 8.4)

Interview the Manager of Quality Assurance about recent improvement projects and look for data supporting the launch of these projects.  

Also review data collected and assess the need for improvement projects which have not been initiated.


	
	

	287. Does the organization effectively use charts, graphs, and other formats to display data on quality performance and process improvements?

(Clauses 5.5.3 and 8.4)

Review and comment on the suitability of communication methods utilized versus the data collected and analyzed.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	288. Has the organization planned and managed the processes necessary for the continual improvement of the Quality Management System?

(Clause 8.5.1)

Check that the quality policy, quality objectives, audit results, analysis of data, corrective and preventive action, and management review are used collectively to create continual improvement.

Assess the effectiveness of these processes working as a collective system for continual improvement.

Provide specific examples of improvement projects and results originating from the above sources.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	289. Does the organization have a documented procedure for corrective action to eliminate the cause of nonconformities in order to prevent their recurrence?

(Clause 8.5.2)

Ensure this documented procedure exists and verify it addresses:

a. reviewing nonconformities, including customer complaints;

b. determining the causes of nonconformity;

c. evaluating the need for actions to ensure that nonconformities do not recur;

d. determining and implementing the corrective action needed;

e. recording results of action taken;

f. reviewing of corrective action taken.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	290. Are corrective actions and preventive actions taken appropriate to the impact of the (potential) problem encountered?

(Clauses 8.5.2 and 8.5.3)

Verify closed corrective actions and preventive actions to see if the actions eliminated the problems without excessive cost, time, or inconvenience.


	
	

	291. Are nonconformities related to processes, products, and the quality system identified and considered for possible corrective action?

(Clause 8.5.2a)

Review and comment on the use of internal and external audit reports, nonconforming material data, analysis of data, customer complaints, etc. to “drive” corrective action efforts.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	292. Are customer complaints documented, circulated to appropriate departments, and considered for possible corrective action?

(Clause 8.5.2a)

Verify that customer complaints are addressed in the procedure and handled appropriately for corrective action.


	
	

	293. Do responsible managers understand the difference between symptom and root cause, and do they use appropriate methods to investigate and determine root causes of a problem?

(Clause 8.5.2b)

Interview several managers regarding this issue, and review a sample of completed corrective actions to assess whether the actual root cause(s) were determined.


	
	


	QMS CHECKLIST QUESTION

(ISO 9001 REQUIREMENT)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	294. Do personnel responsible for taking corrective action investigate the extent of the problem and evaluate the need to take action to prevent its recurrence?

(Clause 8.5.2c-d)

Interview several managers regarding this issue, ensuring that the extent of problems is investigated and, depending on the results of the investigation, appropriate action (if any) is determined.


	
	

	295. Are the results of corrective action investigations and results of actions taken effectively recorded?

(Clause 8.5.2e)

Check several corrective action requests to see if they include facts, conclusions, recommendations for eliminating root causes of nonconformities, and results, and look for an effective system for storing completed corrective action records.


	
	


	QMS CHECKLIST QUESTION
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**

	296. Are the results of corrective action reviewed to ensure that the efforts were effective, e.g., the problem “went away for good”?

(Clause 8.5.2f)

Check several corrective action requests to see if there is evidence of effective follow-up to ensure the problem was fixed and recurrence is unlikely.


	
	

	297. Does the organization have a documented procedure for preventive action to eliminate the cause of potential nonconformities to prevent their occurrence?

(Clause 8.5.3)
Ensure this documented procedure exists and verify it addresses:

a. determining potential nonconformities and their causes;

b. evaluating the need for action to prevent occurrence of nonconformities;

c. determining and implementing preventive action needed;

d. recording results of action taken;

e. reviewing of preventive action taken.
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**

	298. Are appropriate sources of information such as data analysis, process information, concessions, audit results, records, service reports, etc. reviewed to identify trends and considered for possible preventive action?

(Clause 8.5.3a-b)

Review and comment on the use of various information sources to identify potential nonconformities and to “drive” preventive action efforts.


	
	

	299. Is there evidence to show that steps are taken to determine the underlying cause(s) of potential problems requiring preventive action?

(Clause 8.5.3a)

Interview several managers regarding this issue, and review a sample of completed preventive actions to assess whether a root cause investigation was performed.
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	300. Are preventive actions implemented and controls maintained to ensure that the actions taken are and remain effective?

(Clause 8.5.3c & e)

Check that the documentation is updated or developed, and closed out preventive action requests are verified as effective in internal audits or by other means.


	
	

	301. Are the results of preventive action investigations and results of actions taken effectively recorded?

(Clause 8.5.2d)

Check several preventive action requests to see if they include facts, conclusions, recommendations for eliminating root causes of potential nonconformities, and results, and look for an effective system for storing completed preventive action records.
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**

	302. Are the results of implemented corrective actions and preventive actions included as inputs to the Management Review process?

(Clauses 8.5.2 and 8.5.3)

Verify that the latest Management Review addressed the records from previously completed corrective actions and preventive actions.


	
	

	303. Is there any evidence to show that corrective action and preventive action activities have reduced the level of product and system level nonconformities?

(Clauses 8.5.2 and 8.5.3)

Look at various measures of quality and look for positive trends showing continuous improvement. 
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	304. Does top management provide appropriate levels of resources to analyze problems and implement corrective action and preventive action?

(Measure of Effectiveness: Clauses 8.5.2 and 8.5.3)

Interview the people doing the corrective actions and preventive actions and state the findings. 


	
	

	305. Is there any evidence of a lack of understanding or commitment on the part of management or their staff regarding corrective action or preventive action?

(Measure of Effectiveness: Clauses 8.5.2 and 8.5.3)

Interview various personnel involved in these processes and state the findings. 
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**

	306. Does the organization support department managers in cases where the required corrective action or preventive action may be beyond their level of competency or authority?

(Measure of Effectiveness: Clauses 8.5.2 and 8.5.3)

Interview the Manager of Quality Assurance and other key department managers regarding this issue. 


	
	

	307. Does the Manager of Quality Assurance review all “open” corrective actions and preventive actions at regular intervals to monitor their implementation?

(Measure of Effectiveness: Clauses 8.5.2 and 8.5.3)

Interview the Manager of Quality Assurance and state the approach used to ensure that action is taken. 
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**

	308. Is there any evidence of a lack of resources or management commitment to address and successfully complete corrective action and preventive action within “reasonable” time periods?

(Measure of Effectiveness: Clauses 8.5.2 and 8.5.3)

Review the open corrective action and preventive action requests and evaluate the findings. 


	
	

	309. Does the organization address and resolve situations where a manager may disagree with a stated nonconformity and resulting corrective action or preventive action request?

(Measure of Effectiveness: Clauses 8.5.2 and 8.5.3)

Review the procedures to ensure they address this issue, and verify that this situation is handled appropriately. 
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**

	310. When a corrective action or preventive action is implemented, are the appropriate changes to quality system documentation made?

(Measure of Effectiveness: Clauses 8.5.2 and 8.5.3)

Review completed corrective action requests and preventive action requests and verify that related documentation was updated. 


	
	



