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	Question
	Assessor Notes
	Result

	 QUALITY MANAGEMENT SYSTEM REQUIREMENTS

4.1 General requirements

Review of Mark use:.. Brochures, posters, advertisements, business cards. 

[  ] NO NONCONFORMANCES FOUND


[  ]   NONCONFORMANCES FOUND

	4.1 General requirements 

The organization shall establish, document, implement, maintain a quality management system and continually improve its effectiveness  in accordance with the requirements of this International Standard.

To implement the quality management system, the organization shall:

a) identify the processes needed for the quality management system and their application throughout the organization.
b) determine the sequence and interaction of these processes;

c) determine criteria and methods required to ensure the effective operation and control of these processes;

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

e) measure, monitor and analyze these processes,

f) implement action necessary to achieve planned results and continual improvement of these processes.

The organization shall manage these processes in accordance with the requirements of this International Standard.


	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Detailed work instructions defining criteria for workmanship, 

operational sequence, timeliness and responsibility. 
- Organizational charts, Process Flow Charts

- Process job routers, Process monitoring instructions/records.

- Internal Audit summaries with effective follow-up and trend analysis.

- Process monitoring devices: i.e. C.P.K. analysis improvement matrix, Scrap monitoring  improvement results, audits.

- Internal waste elimination teams.

- Systemic continuous improvement projects related to strategic company business indicators.
	


ISO 14001 - 4.1 General Requirements 

	                                 REQUIREMENTS  
	
	
	Document or Evidence

	The organization shall establish and maintain an environmental management system. 


	Q&E System Manual

Para. 4.1
	
	


	QUALITY MANAGEMENT SYSTEM REQUIREMENTS

4.2 General documentation requirements

[  ] NO NONCONFORMANCES FOUND


[   ] NONCONFORMANCES FOUND

	4.2 General documentation requirements

The quality management system documentation shall include:

a) Documented statements of Quality Policy and Quality Objectives
b) A Quality Manual
c) Documented procedures required in this International Standard

d) documents required by the organization to ensure the effective operation and control of its processes.

e) Records required by this standard
The extent of the quality management system documentation shall be dependent on the following:

a) size and type of the organization;

b) complexity and interaction of the processes;

c) competence of personnel.


	OBJECTIVE EVIDENCE: Check ( ( )verified evidence and/or take notes 

- Quality Policy

- Quality Objectives

- Internal Audit summaries with effective follow-up and trend analysis.

- Process monitoring devices: i.e. C.P.K. analysis improvement matrix, Scrap monitoring and improvement team results; audits.

- Systemic continuous improvement projects related to strategic company business indicators.

Note 1:  Where the tem “documented procedure” appears within this International Standard, this requires the procedure to be established, documented, implemented and maintained.

Note 2:  The documented procedures and documents may be in any form or type of medium.
	

	4.2.2 Quality manual

A quality manual shall be established and maintained that include the following:

a) the scope of the quality management system, including details of, and justification for, any exclusions;

b) documented procedures or reference to them;

c) a description of the sequence and inter-action of the processes included in the quality management system.

The quality manual shall be controlled.
	- Service/production scope and justifications for normal scope exclusions.

- Responsibility Matrix

See 1.2

See 5.5.6

Note: The quality manual may be part of the overall documentation of the organization.
	

	4.2.3 Control of documents

Documents required for the quality management system shall be controlled.  A documented procedure shall be established:
a) to approve documents for adequacy prior to issue;

b) to review, update as necessary and re-approve documents;

c) to identify the current revision status of documents are available at points of use; 

d) to ensure that relevant versions of applicable documents are available at points of use;

e) to ensure that documents remain legible, readily identifiable and retrievable; 

f) to ensure that documents of external origin are identified and their distribution controlled;

g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are retained for any purpose.

Documents defined as quality records shall be controlled.
	- Drawing list with revision levels.

- Procedure/compliance for control of internal, external pertinent issue of appropriate documents.

- All appropriate documents show evidence of review and approval:

- Control plans, work instructions…etc: living documents and are updated as improvements happen.

See 5.5.7
	


ISO 14001 - 4.4.4 Environmental Management System Documentation

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain information, in paper or electronic form, to
	Q&E System Manual

Para. 4.2
	
	

	a) describe the core elements of the management system and their interaction;
	“          “
	
	

	b) provide direction to related documentation.


	“          “
	
	


Note: Also, see 4.4.6  Operational Control

ISO 14001 - 4.4.5 Document Control

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain procedures for controlling all documents required by this International Standard to ensure that
	Q&E System Manual

Para. 4.2

4.5 Doc_Con.flo
	
	

	a) they can be located;
	Doc. Control Matrix
	
	

	b) they are periodically reviewed, revised as necessary and approved for adequacy by authorized personnel;
	“           “
	
	

	c) the current versions of relevant documents are available at all locations where operations essential to the effective functioning of the environmental management system are performed;
	“           “
	
	

	d) obsolete documents are promptly removed from all points of issue and points of use, or otherwise assured against unintended use;
	“             “
	
	

	e) any obsolete documents retained for legal and/or knowledge preservation purposes are suitably identified.
	“              “
	
	

	Documentation shall be legible, dated (with dates or revision) and readily identifiable, maintained in an orderly manner and retained for a specified period.
	“              “
	
	

	 Procedures and responsibilities shall be established and maintained concerning the creation and modification of the various types of document.


	“                 “
	
	


AUDITOR NOTES:

	4.2.4 Control of quality records 

Records required for the quality management system shall be controlled.

Such records shall be maintained to provide evidence of conformance to requirements and of effective operation of the quality management system.

A documented procedure shall be established for the identification, storage, retrieval, protection, retention time and disposition of quality records. 
	- Are quality inspection forms (i.e. audit forms, p-charts, spc, charts…etc..)

 dated and initialed and is the form controlled as per revision status.

- Do quality records provide for documentation of non-standard procedures to sustain effective conformance to state objectives. (i.e. reaction plan notes, tracking of unstable processes…etc..)

- Do quality records provide acceptance criteria and evidence of inspection status.


	


ISO 14001 - 4.5.3 Records

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain procedures for the identification, maintenance and disposition of environmental records. 
	Q&E System Manual

Para. 4.2.4
	
	

	These records shall include training records and the results of audits and reviews. 
	“            “
	
	

	Environmental records shall be legible, identifiable and traceable to the activity, product or service involved.
	“             “
	
	

	Environmental records shall be stored and maintained in such a way that they are readily retrievable and protected against damage, deterioration or loss. 
	“              “
	
	

	Their retention times shall be established and recorded. 
	“                   “
	
	

	Records shall be maintained, as appropriate to the system and to the organization, to demonstrate conformance to the requirements of this International Standard.
	“                    “
	
	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

5.1 Management responsibility 

[  ] NO NONCONFORMANCES FOUND


[   ] NONCONFORMANCES FOUND

	Top management shall provide evidence of its commitment to the development and improvement of the quality management system effectiveness by:

a) communicating to the organization the importance of meeting customer as well as regulatory and legal requirements;

b) establishing the quality policy

c) quality objectives; 

d) conducting management reviews;

e) ensuring the availability of necessary resources. 
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Evidence of company meetings describing importance to meet customer requirements and describing actual performance.

- Ratings posted, departmental ownership

- Clear customer focus throughout all levels of the organization.

- Orientation of new employees

- Posted objectives in relationship to actual performance

- Management Review Records

- Org. Charts filled?


	


ISO 14001 - 4.4.1 Structure and Responsibility

	REQUIREMENTS
	 
	
	Document or Evidence

	Roles, responsibility and authorities shall be defined, documented and communicated in order to facilitate effective environmental management.
	Q&E System Manual

Para. 6.0, 5.5
	
	

	Management shall provide resources essential to the implementation and control of the environmental management system. Resources included human resources and specialized skills, technology and financial resources.
	“          “


	
	

	The organization’s top management shall appoint (a) specific management representative(s) who, irrespective of other responsibilities, shall have defined roles, responsibilities and authority for
	5.5.2
	
	

	a) ensuring that environmental management system requirements are established, implemented and maintained in accordance with this International Standard;
	“                  “
	
	

	b) reporting on the performance of the environmental management system to top management for review and as a basis for improvement of the environmental management system. 


	“               “ 


	
	


	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

5.2 Customer needs and requirements 

[   ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	Top management shall ensure that customer needs and expectations are determined, converted into requirements and fulfilled with the aim of achieving customer satisfaction. 


	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Customer goals communicated throughout organization via:

- company meetings describing importance to meet customer requirements, describing actual performance and appropriate corrective actions.

- Ratings posted.

- Departmental ownership of customer related indexes and associated actions.

(see 7.2.1) – Quality and Delivery Ratings from customer or methods to determine if not provided by customer.

(see 8.2.1) – Statutory and/or regulatory requirements


	


	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

5.3 Quality policy 

[  ] NO NONCONFORMANCES FOUND


[   ] NONCONFORMANCES FOUND

	Top management shall ensure that the quality policy:

a) is appropriate to the purpose of the organization;

b) includes a commitment to meeting requirements and to continually improve the effectiveness of the quality system; 

c) provides a frame work for establishing and reviewing quality objectives; 

d) is communicated and understood at appropriate levels in the organization;

e) is reviewed for continuing suitability.

The quality policy shall be controlled. 
	OBJECTIVE EVIDENCE: Check( () verified evidence and/or take notes 

- Policy to address customer performance requirements.

- Policy to address criteria for success and reaction plan to negative trends. 

- Cost, Quality, Service, Continuous improvement and Delivery…etc..

- Orientation, new hires

- Posted

See 5.5.6

How is it reviewed? Part of Management Review?
	


ISO 14001 - 4.2 Environmental Policy

	REQUIREMENTS
	
	
	Document or Evidence

	Top Management shall define the organization’s environmental policy and ensure that it:
	Q&E System Manual

Para. 5.3
	
	

	a) is appropriate to the nature, scale and environmental impacts of its activities, products or services;
	“            “
	
	

	b) includes a commitment to continual improvement and prevention of pollution;
	“            “
	
	

	c) includes a commitment to comply with relevant environmental legislation and regulations, and with other requirements to which the organization subscribes; 
	“            “
	
	

	d) provides the framework for setting and reviewing environmental objectives and targets;
	“               “  
	
	

	e) is documented, implemented and maintained and communicated to all employees;
	“                “
	
	

	f) is available to the public.


	“                  “
	
	


	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

5.4 Planning 

[  ] NO NONCONFORMANCES FOUND


[   ] NONCONFORMANCES FOUND

	5.4.1 Quality Objectives 

Top management shall ensure that quality objectives are established at relevant functions and levels within the organization.

The quality objectives shall be measurable and consistent with the quality policy including the commitment to continual improvement.

Quality objectives shall include those needed to meet requirements for product. 
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes:

- Departmental goals and measurements consistent with organizational goals.

- Records to show relevance of departmental goals and actions taken by 

individual departments to internalize and improve on specific targets.

- Evidence of continuous improvement of the measurables

See 7.1A
	


ISO 14001 - 4.3.3 Objectives and Targets

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain documented environmental objectives and targets, at each relevant function and level within the organization.
	Q&E System Manual

Para. 5.3
	
	

	When establishing and reviewing its objectives, an organization shall consider the legal and other requirements, its significant environmental aspects, its technological options and its financial, operational and business requirements, and the views of interested parties.
	“              “
	
	

	The objectives and targets shall be consistent with the environmental policy, including the commitment to prevention of pollution.
	“               “
	
	


ISO 9001 Con’t

	5.4.2 Quality planning 

Top management shall ensure that the resources needed to achieve the quality objectives are identified and planned. The output of the planning shall be documented.

Quality planning shall include:

a) the processes of the quality management system, considering permissible exclusions (see 1.2);

b) the resources needed;

c) continual improvement of the quality management system.

Planning shall ensure that change is conducted in a controlled manner and that the integrity of the quality management system is maintained during this change.
	- Quality planning procedure defining link between goals and action 

(reference section 7.1)

- Work instructions to detail interdepartmental actions in the planning process.

- Organizational Chart, with appropriate number of positions filled.

- Qualifications for management, production work orders, Quality control internal auditors, lab techs…

- Have all the requirements in 4.1 been addressed ?
	


ISO 14001 - 4.3.4 Environmental Management Program(s)

	 
REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain (a) program (s) for achieving its objectives and targets.  It shall include:
	Q&E System Manual

Para. 5.3
	
	

	 a) designation of responsibility for achieving objectives and targets at each relevant function and level of the organization;
	 “           “
	
	

	b) the means and time-frame by which they are to be achieved.
	“         ”
	
	

	If a project relates to new developments and new or modified activities, products or services, program(s) shall be amended where relevant to ensure that environmental management applies to such projects.


	“        “
	
	


AUDITOR NOTES: 

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS

5.5 Administration

[  ] NO NONCONFORMANCES FOUND


[   ] NONCONFORMANCES FOUND

	General 

The following clauses describe the administration of the quality management system.. 
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

(reference section 4 quality management system)
	

	5.5.1 Responsibility and authority 

Functions and their interrelations within the organization, including responsibilities and authorities, shall be defined and communicated in order to facilitate effective quality management.
	- Company independent and dependant documentation to support and ensure effective operation and control of it’s processes.

- Organizational Chart?

-Addressed in Job Descriptions?
	

	5.5.2 Management representative

Top management shall appoint a member(s) of the management who, irrespective of other responsibilities, shall have responsibility and authority that includes:

a) ensuring that processes of the quality management system are established &maintained;

b) reporting to top management on the performance of the quality management system, including needs for improvement;

c) promoting awareness of customer requirements throughout the organization.
	- Review organizational chart, procedure, job description.

- Management Representative to be direct report to top management with authority for entire system.

- Awareness training of customer expectations, performance and countermeasures.

Note: The responsibility of a management representative may include liaison with external parties on matters relating to the quality management system.
	

	5.5.3 Internal communication: 

The organization shall ensure communication between its various levels and functions regarding the processes of the quality management system and their effectiveness.
	-Methods for communicating information relative to the effectiveness of the quality system.
	


AUDITOR NOTES:

ISO 14001 - 4.4.3 Communication

	REQUIREMENTS
	
	
	Document or Evidence

	With regard to its environmental aspects and environmental management system, the organization shall establish and maintain procedures for:
	Q&E System Manual

Para. 5.5
	
	

	a) internal communication between the various levels and functions of the organization;
	“            “
	
	

	b) receiving, documenting and responding to relevant communication from external interested parties.
	“               “
	
	

	The organization shall consider processes for external communication on its significant environmental aspects and record its decision.
	“                “
	
	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

5.6 Management review

[  ] NO NONCONFORMANCES FOUND


[   ] NONCONFORMANCES FOUND

	5.6.1 General

Top management shall review the quality management system, at planned intervals, to 

ensure its continuing suitability, adequacy 

and effectiveness. 

The review shall evaluate the need for changes to the organization’s quality management system, including quality policy and quality objectives and opportunities for improvement.

. 
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Management review must cover:

- Evaluation of internal/external audit 

- Evaluation of customer satisfaction/dissatisfaction (complaints, reports)

- C.P.K. analysis, scrap reporting, audit/containment results…etc.

- Relevance and status of corrective/preventive actions in relationship to quality policy.

Review record of the last  management review for the following:

1. Action plans for negative trends

2. Relationship between policy and objectives with results.

3. Quality cost considerations vs. containment/process control need

4. Organizational performance in regards to bottle necks and work performance.(personnel considerations)
	

	5.6.2 Review input

Inputs to management review shall include current performance and improvement opportunities related to the following:

a) results of audits; 

b) customer feedback;

c) process performance and product conformance;

d) status of preventive and corrective actions;

e) follow-up actions from earlier management reviews;

f) changes that could affect the quality management system.
g) Recommendations for improvement
	
	

	5.6.3 Review Output

The outputs from a management review 

shall include actions related to:

a) improvement of the effectiveness of the quality management system and its processes;

b) improvement of product related to customer requirements;

c) resource needs.

Results of management reviews shall be recorded.
	See 5.6.1 and 4.2.4
	


AUDITOR NOTES:

4.6  Management Review

	 
REQUIREMENTS
	
	
	Document or Evidence

	The organization’s top management shall, at intervals that it determines, review the environmental management system, to ensure its continuing suitability, adequacy and effectiveness. 
	Q&E System Manual

Para. 5.6


	
	

	The management review process shall ensure that the necessary information is collected to allow management to carry out this evaluation. 
	“             “
	
	

	This review shall be documented.
	“                “
	
	

	The management review shall address the possible need for changes to policy, objectives and other elements of the environmental management system, in the light of environmental management system audit results, changing circumstances and the commitment to continual improvement.


	“               “
	
	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

6. Resource Management  6.1 Provision of Resources

[   ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	6.1 Provision of resources 

The organization shall determine and provide, in a timely manner, the resources needed

a) to Implement and maintain the quality system and continually improve its effectiveness. 

b) Enhance customer satisfaction by meeting customer requirements.

	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Quality performance data vs. Quality Costs: 

trends should be improving or effective corrective actions should be in place

- Prioritize action plans tied to key internal objectives 
	


	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

6.2 HUMAN RESOURCES  

[ X ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	6.2.1 Assignment of personnel

Personnel who are assigned responsibilities defined in the quality management system shall be competent on the basis of appropriate education, training, skills and experience. 
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Key personnel education, experience and knowledge requirements (job description) in comparison to respective resumes.

- Where qualifications are not met, review documented training prior to assignment.


	

	6.2.2 Training, awareness and competence

The organization shall: 

a) identify competency needs for personnel performing activities affecting quality; 

b) provide training or take actions  to satisfy these needs;

c) evaluate the effectiveness of training provided; 

d) ensure that its employees are aware of the relevance and importance of their activities and how they contribute to the achievement of the quality objectives;

e) maintain appropriate records of education, experience, training and qualifications.
	- Training plans for all employees affecting quality and carried out to an appropriate degree relative to the industry, safety requirements and high risk production techniques?

- Performance testing, job training effectiveness evaluations, review of internal audit summaries,  

See 5.5.7

See 4.2.4
	


ISO 14001 - 4.4.2 Training, Awareness and Competence

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall identify training needs.  It shall require that all personnel whose work may create a significant impact upon the environment, have received appropriate training.
	Q&E System Manual

Para. 6.2
	
	

	It shall establish and maintain procedures to make its employees or members at each relevant function and level aware of:
	“            “


	
	

	a) the importance of conformance with the environmental policy and procedures and with the requirements of the environmental management system;
	“             “
	
	

	b) the significant environmental impacts, actual or potential, of their work activities and the environmental benefits of improved personal performance.
	“                “
	
	

	c) their roles and responsibilities in achieving conformance with the environmental policy and procedures and with the requirements of the environmental management system, including emergency preparedness and response requirements.
	“                “
	
	

	d) the potential consequences of departure from specified operating procedures.
	“                  “
	
	

	Personnel performing the tasks which can cause significant environmental impacts shall be competent on the basis of appropriate education, training and/or experience.


	“                  “
	
	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS

6.3 Infrastructure

[   ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	6.3 Facilities

The organization shall identify, provide and maintain the facilities it needs to achieve the conformity of product, including:

a) workspace and associated facilities;

b) process equipment, hardware and software;

c) supporting service


	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes
- Infrastructure

- Available back-up equipment

- Appropriate to achieve product conformance

- Transport communication
	


	QUALITY MANAGEMENT SYSTEM REQUIREMENTS

6.4 Work environment 

[   ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	6.4 Work environment

The organization shall identify and manage the human and physical factors of the work environment needed to achieve conformity of product.
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Appropriate lighting for cosmetic control

- Appropriate purification/maintenance of operating environment and critical equipment affecting part quality. 

- Clean work environment 

- Housekeeping implementation and improvement

- Appropriate temperature, humidity, static control, vibration that may effect part quality.
	


	QUALITY MANAGEMENT SYSTEM REQUIREMENTS

7. Product realization 

7.1 Planning of realization processes

[   ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	7.1 Planning of realization processes 

Product realization is that sequence of processes and sub-processes required to achieve the product.  Planning of the realization processes shall be consistent with the other requirements of the organization’s quality management system and shall be documented in a form suitable for the organization’s method of operation.

In planning the processes for realization of product the organization shall determine the following, as appropriate:

a. quality objectives for the product, project or contract;

b. the need to establish processes and documentation, and provide resources and facilities specific to the product;

c. verification, validation, monitoring, inspection and test activities specific to the product, and the criteria for acceptability;

d. the records that are necessary to provide evidence that the realization process and resulting product meet requirements

	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes
- Quality plans;

- Continual improvement of an effective system

- Quality documentation should support the quality policy and any legal or

regulatory statutes applicable. 

- Engineering records, sub-control limits, verification/validation records statistical D.O.E.’s, capability analysis

- Appropriate feasibility analysis prior to and throughout realization

- Quality plan, work instructions vs. Actual practice? Do what you say!

- S.P.C./process control training and implementation

- Process parameters determined and controlled appropriately

- Verify that process control data is recorded and shows pass/fail and form is in document control system

- Plant Layouts

- Capacity Requirements

- Manpower

- Training Needs

(See 4.2.4) Records shall be maintained


	


ISO 14001 - 4.4.6  Operational Control

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall identify those operations and activities that are associated with the identified significant environmental aspects in line with its policy, objectives and targets.
	Q&E System Manual

Para. 7.0
	
	

	The organization shall plan these activities, including maintenance, in order to ensure that they are carried out under specified conditions by
	“              “
	
	

	a) establishing and maintaining documented procedures to cover situations where their absence could lead to deviations from the environmental policy and the objectives and targets;
	“              “
	
	

	b) stipulating operating criteria in the procedures;
	“             “
	
	

	c) establishing and maintaining procedures related to the identifiable significant environmental aspects of goods and services used by the organization and communicating relevant procedures and requirements to suppliers and contractors.
	“               “
	
	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

7.2 Customer - related processes

[   ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	7.2.1 Identification of customer 

requirements 
The organization shall determine customer requirements including: 

a) product requirements specified by the customer, including the requirements for availability, delivery and support;

b) product requirements not specified by the customer but necessary for intended or specified use;

c) obligations related to product, including regulatory and legal requirements.

d) Any additional requirements.


	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Customer requirements for availability, delivery and support

- Internal specifications with fitness for use considered

- Consumer guides, statistical market research, competition’s requirements, legal and regulatory, etc.

FMVSS, DOT, HAZMAT, FAA, Service Requirements?
	


AUDITOR NOTES:

ISO 14001 - 4.3.1 Environmental Aspects

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain (a) procedure(s) to identify the environmental aspects of its activities, products or services that it can control  and over which it can be expected to have an influence in order to determine those which have or can have significant impacts on the environment. 
	Q&E System Manual

Para. 5.4.1


	
	

	List significant Aspects


	“             “

Company X Envir. Aspects Analysis, 3/25/02 
	
	

	The organization shall ensure that the aspects related to these significant impacts are considered in setting its environmental objectives.
	“          “


	
	

	The organization shall keep this information up-to-date.


	“              “
	
	


AUDITOR NOTES:

ISO 14001 - 4.3.2 Legal and Other Requirements

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain a procedure to identify and have access to legal and other requirements to which the organization subscribes, that are applicable to the environmental aspects of its activities, products or services.
	Q&E System Manual

Para. 5.3
	
	


ISO 9001 Con’t

	7.2.2 Review of product requirements 

The organization shall review the identified customer requirements together with additional requirements determined by the organization.

This review shall be conducted prior to the commitment to supply a product to the customer (e.g. submission of a tender, acceptance of a contract or order) and shall ensure that:

a) product requirements are defined;

b) contract or order requirements differing from those previously expressed (e.g. in a tender or quotation) are resolved;
c) the organization has the ability to meet defined requirements.
Where the customer provides no documented statement of requirement, the customer requirements shall be confirmed by the organization before acceptance.
The results of the review and subsequent follow-up actions shall be recorded.

Where product requirements are changed, the organization shall ensure that relevant documentation is amended. The organization shall ensure that relevant personnel are made aware of the changed requirements.


	- Any and all relevant requirements are stipulated. 

- Signed customer acknowledgement, notes taken on verbal orders with follow-up conversations noted and controlled, drawing review …etc. 

- Any vague or misunderstood requirements are clarified and documented in a way consistent with the organization’s quality system

- Feasibility review prior to quote, exception letters followed up on before 

See 5.5.7


	

	7.2.3 Customer communication

The organization shall identify and implement effective arrangements for communication with customers relating to:

a) product information; 

b) enquiries, contracts or order handling, including amendments;

c) customer feedback, including customer complaints.
	- Product review with customer, quotation review, acknowledgments 

- Appropriate order handling, 

- A closed loop communication system leading to appropriate and relevant performance reporting and corrective action


	


	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

7.3 Design and development 

[  ] NO NONCONFORMANCES FOUND


[  ] NONCONFORMANCES FOUND

	7.3.1 Design and/or development planning 

The organization shall plan and control 

design and development of the product 

and/or service. 

Design and development planning shall determine:

a) stages of the design and development 

b) review, verification and validation activities appropriate to each design and development stage;

c) responsibilities and authorities for design and/or development activities.

Interfaces between different groups involved in design and development shall be managed to ensure effective communication and clarity of responsibilities. 

Planning output shall be updated, as appropriate, as the design and/or development progresses. 
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- All stages are considered as appropriate for the product and planning process

- Documented stages, milestone reviews, controlled procedure.

- Detailed instructions, input/output goals and continuous  communication stream

- Systemic lessons learned program to reduce redundancy in design activities

- Design input/output flow-chart vs. actual actions


	

	7.3.2 Design and/or development inputs.

Inputs relating to product requirements shall be defined and documented. (see 4.2.4)

These shall include: 

a) functional and performance requirements,

b) applicable regulatory and legal requirements;

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

d) any other requirements essential for design and development. 

These inputs shall be reviewed for adequacy.

Incomplete, ambiguous or conflicting requirements shall be resolved. 
	- Drawings, specifications, market analysis and regulatory/legal requirements 

- Should be readily retrievable 

- Lessons learned documentation: corrective actions of similar project reviewed prior to design finalization, warranty information reviewed, design verification and validation results reviewed of previous similar projects


	

	7.3.3 Design and development outputs

The outputs of the design and development 

process shall be recorded in a format that 

allows verification against the input 

requirements.

a) Design and development output shall meet the design and development input requirements

b) Provide the appropriate information for purchasing, production and service operations

c) contain or make reference to product acceptance criteria
d) specify the characteristics of the design essential to safe and proper use, and application of the product and/or service. 

Design and/or development output documents shall be reviewed and approved before release. 


	- Design and development outputs should be clear as to acceptance criteria and  or pass/fail status

- Specifications available and actual tests performed to specification

- Inspection records show clearly the acceptance criteria

- Customer/internally identified critical/safety characteristics tied to evaluative specifications with clearly defined criteria for acceptance


	

	7.3.4 Design and development review:

At suitable stages systematic reviews of the design and/or development shall be performed in accordance with planned arrangements to:

a) evaluate the ability to fulfill requirements of the results of the design and development; 

b) identify problems and propose necessary actions. 

Participants in the design review process 

shall include representatives of all 

functions concerned with the design and  development stage being reviewed. 

The results of the design reviews and 

subsequent follow-up actions shall be 

recorded and maintained. 
	- Design review after each output phase of design function or when planned.

- Performance project tracking

- Quality goal tracking

- Design for manufacturing analysis

- Critical path trouble shooting with corrective action follow-up reporting

- Review notes where corrective actions are assigned for negative outputs

- Participants should represent all functions of design

i.e. production/purchasing/engineering…etc.  –Team should be defined

- All inputs and outputs must be documented


	

	7.3.5 Design and/or development verification 

Design and/or development verification shall 

be performed according to planned arrangements to ensure the output meets the design and/or development inputs.

Records of  the results of the verification and subsequent follow-up actions shall be maintained. 
	- Comparing the new design with a similar proven design;

- Performing tests and demonstrations;

- Reviewing the design stage documents before release.

- Is verification being performed when planned?


	

	7.3.6 Design and/or development validation

Design and/or development validation shall be performed according to planned arrangements to confirm that resulting product is capable of meeting the requirements for the intended use.

Wherever practical, validation shall be completed prior to the delivery or implementation of the product.  

The results of the validation and subsequent follow-up actions shall be recorded.
	- Validation records meeting design intent/specifications; or corrective actions including the contacting of the customer with the results 

- Design validation timing tracking with result reporting

- Validation records indicating performance evaluations in comparison to design/validation plan

- Design inputs equal design outputs

- Check shipped product for customer acknowledgment of validation report

- Partial validation may be considered for time constraints impacting upstream process as long as there is evidence of critical/safety characteristic validation

See 5.5.7


	

	7.3.7 Control of design and development changes

Design and/or development changes shall be identified, documented and controlled.  This includes evaluation of the effect of the changes on constituent parts and delivered products.

The changes shall be verified and validated, as appropriate, and approved before implementation.

The results of the review of changes and subsequent follow up actions shall be documented.
	- Design/development change review for capability and product/assembly impact records

- Records of proposed changes, review and appropriate approval of validation records prior to production and consequent shipment of changed product/service

See 5.5.7

Note: See ISO 10007 for guidance.

See 4.2.4


	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

7.4 Purchasing

[  ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	7.4.1 Purchasing control

The organization shall control its purchasing processes to ensure purchased  product and/or service conform to the organization’s requirements. The type and extent of methods to control these processes shall be dependent on the effect of the purchased product and/or service on subsequent product realization or  the final product and/or service. 

The organization shall evaluate and select suppliers based on their ability to supply product and/or service in accordance with the organization’s requirements. Evaluation and selection criteria for suppliers shall be established. The results of evaluations and follow up actions shall be recorded (5.5.7) 


	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Approved supplier list or other record

- S.P.C./Process monitoring charts, material certifications, audit results and anything that would show supplier’s conformance to organization’s requirements.

- Supplier performance to organization’s criteria monitored and reported

- Supplier audit/ evaluation results leading to approved supplier’s

- Review of supplier performance leading to approved supplier’s

- Appropriate corrective actions with supplier’s who do not meet organization’s requirements.


	

	7.4.2 Purchasing information 

Purchasing documentation shall contain 

information clearly describing the product

and/or service ordered, including, but not 

limited to: 

a) requirements for approval or qualification of product and/or service, procedures, processes, equipment and personnel;

b) Quality management system requirements.

The organization shall review and approve 

Purchasing documents for adequacy of the 

Specification of requirements prior to release.


	- S.Q.A. manual 

- Verify organization’s customer requirements with applicable supplier requirements

- Any ISO/QS/TE requirements required

- Signed purchase orders


	

	7.4.3 Verification of purchased product and/or services
The organization shall determine and implement the arrangements necessary for verification of purchased product and/or service. 

Where the organization or its customer proposes to perform verification activities at the supplier’s premises, the organization shall specify the required verification arrangements and method of product and/or service release in the purchasing documentation. 
	- Quality plans including receiving inspection of purchased product

- Quality planning to consider purchase product impact and quality considerations

- How is this conveyed to the supplier?

- See if this is required in customer P.O.

See 8.1.4
	


	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

7.5 Production and service operations  

[   ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	7.5.1 Operations control

The organization shall control production 

and service operations through:

a) the availability of information that specifies the characteristics of the product;

b) where necessary, the availability of work instructions;

c) the use and maintenance of suitable equipment for production and  service;

d) the availability and use of measuring and monitoring devices;

e) the implementation of monitoring activities ;

f) The implementation of defined processes for release, delivery and applicable post-delivery activities. 
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Can the work instructions/product characteristics be easily understood and are they available at point of use. 

- Are machines in proper condition and appropriately maintained

- Are areas and isles clearly marked, is the manufacturing area appropriate for orderly material flow?

- Statistically sound sampling plans at appropriate stages of the process

- Verify procedure vs. actual practice:

(release, delivery and post-delivery activities)
	

	7.5.2 Validation of processes for production and service provision

The organization shall validate any production and service processes where the resulting output cannot be verified by subsequent measurement or monitoring. This includes any process where deficiencies may become apparent only after the product is in use or the service has been delivered. 

Validation shall demonstrate the ability of the processes to achieve planned results.

The organization shall define arrangements for validation that shall include the following, as applicable:

a) qualification of processes;

b) qualification of equipment or personnel;

c) use of defined methodologies and procedures;

d) requirements for records;

e) re-validation.
	Note 1: Such processes, where the resulting product and/or service cannot be readily or economically verified, are frequently referred to as special processes. 

Note 2: The validation of such processes may be achieved by performing product and/or service verification activities not feasible during normal production and service operations. 

Note 3: Where other methods of process validation are not feasible, it may be suitable to apply the requirements of 7.3 to the development of the process and to demonstrate validation in accordance with 7.3.7.
	

	7.5.3 Identification and traceability 

The organization shall identify, where appropriate, the product by suitable means throughout production and service operations.

The organization shall identify the status of the product with respect to measurement and monitoring requirements.

The organization shall control and record the unique identification of the product, where traceability is a requirement. 
	- Product to be identified as to it’s specific part number of equivalent

- Provision for identifying status of 

product and/or service with respect to 

required measurement and verification 

activities;

- When required contractually, does the organization ensure traceability

of product through manufactured dates, lot #’s, part numbers, as specified.

See 5.5.7
	

	7.5.4 Customer property

The organization shall ensure that customer

property is protected and maintained while in the organization’s control.  Where it is to be incorporated into organization’s product, it shall identify, verify, protect and maintain said product.  Also, of any customer property that is lost, damaged or otherwise found to be unsuitable for use shall be recorded and reported to the customer.
	- Customer property under same control as contractually required?

- Returnable totes protected from damage

- Notification to customer of damaged property

- Specific instructions on identification, verification, protection and maintenance of customer property 

- Records of packaging inspection and any damaged or deteriorated property

Note: customer property may include intellectual property (e.g. information 

provided in confidence).


	

	7.5.5 Preservation of product
The organization shall preserve conformity of product with customer requirements during internal processing and delivery to the intended destination.  This shall include identification, handling, packaging, storage and protection. 

This shall apply equally to parts of a product.


	- Processes to be qualified prior to use defined and controlled?

- Qualification of equipment and personnel defined and controlled?

- Use of specific procedures or records defined and controlled?.


	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

7.6 Control of measuring and monitoring devices 

[   ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	7.6 Control of measuring, inspection and test equipment 

The organization shall identify the measurements to be made and the measuring and monitoring devices required to assure conformity of product to specified requirements.

Measuring and monitoring devices shall be used and controlled to ensure that measurement capability is consistent with the measurement requirements.

Where applicable, measuring and monitoring devices shall:

a) calibrate and adjusted periodically or prior to use, against devices traceable to international or national standards; where no such standards exist, the basis used for calibration shall be recorded;

b) be adjusted or re-adjusted, as necessary
c) be identified to enable the calibration status to be determined.
d) be safeguarded from adjustments that would invalidate the calibration;

e) be protected from damage and deterioration during handling, maintenance and storage;

f) have the results of their calibration recorded;

g) have the validity of previous results re-assessed if they are subsequently  found to be out of calibration; and corrective action taken

Software used for measuring and monitoring of specified requirements shall be validated prior to use and reconfirmed as necessary.
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- List of equipment to be calibrated, all inspection devices on quality plans, any device measuring something that can affect product/service quality?

- Verify safeguards of measuring and monitoring devices

- Gage maintenance work instruction included in calibration procedures, gage sign-out sheets…etc.

- Are software programs verified with known rejects…etc.

See 5.5.7

Note:  See ISO 10012 for guidance.


	


AUDITOR NOTES:

ISO 14001 - 4.5.1  1st and 3rd  Paragraphs  Monitoring and Measurement

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain documented procedures to monitor and measure, on a regular basis, the key characteristics of its operations and activities that can have a significant impact on the environment. 
	Q&E System

Manual

Para. 8.0
	
	

	This shall include the recording of information to track performance, relevant operational controls and conformance with the organization’s environmental objectives and targets.
	“                “
	
	

	The organization shall establish and maintain a documented procedure for periodically evaluating compliance with relevant environmental legislation and regulations.


	“                  “


	
	


AUDITOR NOTES: 

ISO 14001 - 4.5.1 2nd Paragraph  Monitoring and Measurement

	REQUIREMENTS
	
	
	Document or Evidence

	Monitoring equipment shall be calibrated and maintained and records of these processes shall be retained according to the organization’s procedures. The auditor will view calibration records.
	Q&E System Manual

Para. 7.6.
	
	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 

8. Measurement, analysis and improvement

8.1 Planning

[   ] NO NONCONFORMANCES FOUND


[  ] NONCONFORMANCES FOUND

	8.1 Planning 

The organization shall define, plan and implement the measurement and monitoring activities needed to assure conformity and achieve improvement.

This shall include the determination of the need for, and use of, applicable methodologies including statistical techniques.
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Quality plans/Control plans specifying type, location and timing of measurements with specific criteria to monitor and produce conforming product

- S.P.C. charts, C.P.K. indexes tied to improvement projects?

- Containment exercises /P-charts/Individual moving range charts/pre-control charts

- Process parameter monitoring driving process improvements and yields up


	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS

8. Measurement, analysis and improvement

8.2 Measurement and monitoring
[  ] NO NONCONFORMANCES FOUND

[   ] NONCONFORMANCES FOUND

	8.2.1 Customer satisfaction 

The organization shall define, plan and implement the measurement and monitoring activities needed to assure conformity and achieve improvement.

This shall include the determination of the need for, and use of, applicable methodologies including statistical techniques. 


	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes
- Procedure for determining customer satisfaction 

- P.P.M., delivery reporting from the customer

- Trends of customer dissatisfaction being addressed with corrective actions


	

	8.2.2 Internal audit

The organization shall conduct periodic internal audits to determine whether the quality management system:

a) conforms to the requirements of this International Standard and planned arrangements;

b) has been effectively implemented and maintained.. 

The organization shall plan the audit program taking into consideration the status and importance of the activities and areas to be audited as well as the results of the previous audits.  The audit scope, frequency and methodologies shall be defined.  Audits shall be conducted by personnel other than those who perform the activity being audited.

A documented procedure shall include the responsibilities and requirements for conducting audits, ensuring their independence, recording results and reporting to management.

Management shall take timely corrective action on deficiencies found during the audit.

Follow-up actions shall include the verification of the implementation of corrective action, and the reporting of verification results.
	-Look for audit frequencies to change due to customer performance and/or internal performance in specific elements and/or areas of responsibility

-The audits performance criteria should be clearly stipulated

i.e. 90%= annual evaluation, 80%=semi-annual evaluation…etc.

-Audit summaries copied to top managers, E-mail of results

- verify auditor independence

- verify closure of corrective actions

See ISO 10011 for guidance.

 
	


AUDITOR NOTES:

ISO 14001 - 4.5.4 Environmental Management System Audit

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain (a) program(s) and procedures for periodic environmental management system audits to be carried out, in order to 
	Q&E System Manual

Para. 8.2.2
	
	

	a) determine whether or not the environmental management system
	“            “
	
	

	    1) conforms to planned arrangements for environmental management including the requirements of this International Standard; and
	“             “
	
	

	    2) has been properly implemented and maintained; and
	“             “
	
	

	b) provide information on the results of audits to management
	“              “
	
	

	The organization’s audit program, including any schedule, shall be based on the environmental importance of the activity concerned and the results of previous audits.
	“              “
	
	

	 In order to be comprehensive, the audit procedures shall cover the audit scope, frequency and methodologies, as well as the responsibilities and requirements for conducting audits and reporting results.


	“             “
	
	


AUDITOR NOTES:

	8.2.3 Measurement and monitoring of processes
The organization shall apply suitable methods for measurement and monitoring of those realization processes necessary to meet customer requirements. 

These methods shall confirm the continuing ability of each process to satisfy its intended purpose.

When planned results are not achieved, corrective action shall be taken
	- Process audit sheets

- Process parameters being monitored and controlled per requirements


	

	8.2.4 Measurement and monitoring of product
The organization shall measure and monitor the characteristics of the product to verify that requirements for the product are met.  This shall be carried out at appropriate stages of the product realization process according to planned arrangements.

Evidence of conformity with the acceptance criteria shall be documented.  Records shall indicate the authority responsible for release of product. 

Product release and service delivery shall not proceed until all the specified activities

have been satisfactorily completed, unless otherwise approved by the customer.


	- Verification and assurance of product conformity to be clear and concise and present throughout process at appropriate stages

- Verify records required from quality plan

- Review procedure for control of product release

- Procedure vs. actual practice

- Is it impossible for product and supplied product to be shipped or further processed without proper inspections performed.  If not is customer aware and is there documented approval of this process from the customer

See 5.57
	


	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 
8.3 Control of nonconformity   

[  ] NO NONCONFORMANCES FOUND

[  ] NONCONFORMANCES FOUND

	The organization shall ensure that product which does not conform to requirements is identified and controlled to prevent 

unintended use or delivery. These activities shall be defined in a documented procedure.

Nonconforming product shall be corrected and subject to re-verification after correction to demonstrate conformity.

When nonconforming product is detected  after delivery or use has started, the organization shall take appropriate action regarding the consequences of the 

nonconformity.

It may be required that the proposed re-certification of nonconforming product be reported for concession to the customer, the end-user, regulatory body or other body.


	- OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Procedure for control of nonconformity that addresses, identification and control to prevent unintended use or delivery vs. actual practice

- Evidence that reworked or reconditioned product had gone through quality plan inspection prior to shipment

- Review contract requirements regarding reworked product

- Notification of customer when product had deviated from specifications

- Notifying customer of low C.P.K. values and customer approved reaction plans
	


AUDITOR NOTES:

ISO 14001 - 4.5.2 Nonconformance and Corrective and Preventive Action

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain procedures for defining responsibility and authority for handling and investigating nonconformance, taking action to mitigate any impacts caused and for initiating and completing corrective and preventive action.
	Q&E System Manual

Para. 8.3, 8.5.2, 8.5.3
	
	

	Any corrective or preventive action taken to eliminate the causes of actual and potential nonconformances shall be appropriate to the magnitude of problems and commensurate with the environmental impact encountered.   
	“            “
	
	

	The organization shall implement and record any changes in the documented procedures resulting from corrective and preventive action.
	“            “
	
	


AUDITOR NOTES:

ISO 14001 - 4.4.7 Emergency Preparedness and Response

	REQUIREMENTS
	
	
	Document or Evidence

	The organization shall establish and maintain procedures to identify potential for and respond to accidents and emergency situations, and for preventing and mitigating the environmental impacts that may be associated with them.

 Note:  All emergency preparedness shall be verified,( examples: spills, fire, explosions, storms (tornados) gas leaks.....).
	Q&E System Manual

Para. 8.3
	
	

	The organization shall review and revise, where necessary, its emergency preparedness and response procedures, in particular, after the occurrence of accidents or emergency situations.
	“             “
	
	

	The organization shall also periodically test such procedures where practicable.


	“                 “
	
	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS 
8.4 Analysis of data

[  ] NO NONCONFORMANCES FOUND

[   ] NONCONFORMANCES FOUND

	The organization shall collect data from relevant sources, including internal audits, corrective and preventative action, nonconforming product and/or service, customer complaints and customer satisfaction results.

The organization shall analyze applicable data to provide information on:

a) Customer satisfaction and / or dissatisfaction;

b) conformance to customer requirements;

c) characteristics of processes, product and their trends;

d) suppliers.


	OBJECTIVE EVIDENCE: Check( () verified evidence and/or take notes 

- M.O.S \ Q. O.S. type activities

- Actual  vs goals
	


AUDITOR NOTES:

	QUALITY MANAGEMENT SYSTEM REQUIREMENTS

8. Measurement, analysis and improvement

8.5 Improvement

[  ] NO NONCONFORMANCES FOUND


[   ] NONCONFORMANCES FOUND

	8.5.1 Planning for continual improvement
The organization shall plan and manage the processes necessary for the continual improvement of the quality management system.  The organization shall facilitate the continual improvement of the quality management system through the use of the quality policy, objectives, audit results, analysis of data, corrective and preventive action and management review.
	OBJECTIVE EVIDENCE: Check ( ()verified evidence and/or take notes 

- Kiazan activities

- Measurables that are at or above stated goals

- Management review records
	

	8.5.2 Corrective Action

The organization shall take corrective action to eliminate the cause of nonconformities in order to prevent recurrence.

Corrective action shall be appropriate to the impact of the problems encountered.

The documented procedure for corrective action shall define requirements for:

a) identification of 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 actions needed;

e) recording results of action taken;

f) reviewing of corrective action taken. 
	- Reviewed by management?

- Oldest open corrective actions (number? _______  ).

- Repetitive issues?


	

	8.5.3 Preventive action

The organization shall identify preventive action to eliminate the causes of potential nonconformities to prevent occurrence.

Preventive actions taken shall be appropriate to the impact of the potential problems.

The documented procedure for preventive action shall define requirements for:

a) identification of potential nonconformities and their causes;

b) determining and ensuring the implementation of preventive action needed;

c) recording results of action taken;
d) reviewing of preventive action taken. 
	- Design/production FMEA

- Kiazan Activities

- Poke Yokes
	


Relationship of ISO 14001 to ISO 9001

	Element
	Element Title
	Procedure


	Records
	Directives

	4.1
	General Requirements
	
	
	

	4.2
	Environmental Policy
	
	
	(

	4.3
	Planning
	
	
	

	4.3.1
	Environmental Aspects
	(
	(
	

	4.3.2
	Legal and Other Requirements
	(
	
	

	4.3.3
	Objectives and Targets
	
	
	(

	4.3.4
	Environmental Management Programs
	
	
	(

	4.4
	Implementation and Operation
	
	
	

	4.4.1
	Structure and Responsibility
	(
	(
	(

	4.4.2
	Training, Awareness and Competence
	
	
	

	4.4.3
	Communication
	(
	(
	

	4.4.4
	Environmental Management System Documentation
	
	
	(

	4.4.5
	Document Control
	(
	(
	

	4.4.6
	Operational Control
	(
	(
	(

	4.4.7
	Emergency Preparedness and Response
	(
	(
	

	4.5
	Checking and Corrective Action
	
	
	

	4.5.1
	Monitoring and Measurement
	(
	(
	

	4.5.2
	Non-Conformance and Corrective and Preventive Response
	(
	(
	

	4.5.3
	Records
	(
	(
	

	4.5.4
	Environmental Management System Audit
	(
	(
	

	4.6
	Management Review
	
	(
	


Red Print = Direct ISO 9001 Overlap
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