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The use of this checklist:
This transition checklist highlights the changes in the standard compared with the 2008-version and is not intended to cover all requirements of the new standard. It is intended to be a support for the auditor during the transition audit and shall also be kept as a formal record from the transition audit as evidence of verification. The checklist is based on the IS version.  From the IS version to the published standard only editorial changes are expected and allowed. Therefore it is allowed to do a transition audit based on IS. This document will be updated for the upcoming publication of the standard. The checklist is mandatory for use for a transition audit. However it is also intended for use as a support for other customer activities like GAP-analysis etc. 
The checklist content is based on the documents “IS 9001:2015 and High Level Structure – Explanation of changes” and “HLS and ISO 9001/ISO 14001 - Key changes and transition”, both available from the MSC site of the Service Portal.

Minimum documentation requirements:
As a support for the auditor/user the attached document shows the minimum documentation required by the new standard.
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	Changes 

	Clause
	Items reviewed
	Result OK? (Yes/No)
	Document / information reference

	4.1 [Understanding of the organization and its context]
	Has the organization determined external and internal issues that are relevant to its purpose and its strategic direction and that affect its ability to achieve the intended result(s) of its quality management system? 

Is information on changes in the context systematically presented in the Management Review?
Have they been considered as inputs for scope definition and identification of risks and opportunities?

How does organization monitor and review the information about these external and internal issues?

Additional guidance notes:
Will this be a recurring, repeatable and transparent process?
Is the information documented? (Note that documented information is not explicitly required, but may be beneficial to ensure an effective process) 
Evidence of proper determination could e.g. be in minutes of meetings, strategic analysis, SWOT analysis etc. depending on the complexity of the organization.

	Yes/No
	ref.

	4.2 [Understanding the needs and  expectations of interested parties]
	Has the organization determined the following?
a) The interested parties that are relevant to the quality management system;
b) The requirements of these interested parties that are relevant to the quality management system.

Is information on changes in the context systematically presented in the Management Review?
Have they been considered as input for scope definition and identification of risks and opportunities?

How does organization monitor and review the information about the interested parties and the relevant requirements?

Additional guidance notes:
What is the process and how is the info effectively collected, presented and used within the organization? 
Will this be a recurring, repeatable and transparent process?
Is the information documented? Evidence of proper determination and review may e.g. documented in a table listing various stakeholders and corresponding needs and expectations (requirements). Note that documented information is not explicitly required, but may be beneficial to ensure an effective process
	Yes/No
	ref.

	4.3 [Determining the scope of the quality management system]
	Is scope of the QMS documented and does it state products and services and justification for any claims of non-applicable requirements?

	Yes/No
	

	4.4 [Quality management system and its processes]

	Has the organization determined the processes needed for the QMS and (underlined items are new):
“ 
a) determined  the inputs required and the outputs expected from these processes;

b) determined the sequence and interaction of these processes;

c) determined an applied the criteria and methods (including monitoring, measurements and related performance indicators) needed to ensure the effective operation, and control of these processes;

d) determined the resources needed and ensure their availability;

e) assigned the responsibilities and authorities for these processes;

f) addressed the risks and opportunities as determined in accordance with the requirements of 6.1, 

g) evaluated  these processes and implemented  any changes needed to ensure the processes achieve their intended results;
 
h) improved the processes and the quality management system.
“
How does the organization maintain documented information to the extent necessary to support the operation of processes and retain documented information to the extent necessary to have confidence that the processes are being carried out as planned.

	Yes/No
	

	5.1.1
[Leadership and commitment - General]

	How does top management demonstrate leadership and commitment with respect to the quality management system?

Do they take an active and leading role and understand their duties in relation to the QMS and are participating in promoting and supporting effective quality management?

Refer list in 5.1.1 and note especially these new items:
· Taking accountability of the effectiveness of the QMS
· Connection to strategic direction  
· Integration of requirements into the organization’s business processes.
· Promoting awareness of process approach and risk based thinking
· Engaging, directing and supporting persons to contribute to the QMS

(Guidance notes: Evidence of leadership can be shown e.g. through verification of:
· Strategy documents, policies, business plans/objectives, including deployment and progress reporting,(i.e. clear direction) 
· Involvement in objective setting,  performance evaluation and follow-up
· Records of meetings, action lists, and various means of repeated communications (e.g. e-mails, meetings with all employees),
· Clearly defined and understood  responsibilities and authorities
· Broad and active involvement from top management in management reviews and other management forums where QMS is on the agenda (inspiring/motivating activities)

	Yes/No
	ref.


	5.２
[Quality policy]
	Is the quality policy compatible with strategic direction and the context of the organization? (5.1.1 b)

	Yes/No
	ref.

	6.1 - 6.1.1
[Actions to address risks and opportunities]
	Can the organisation demonstrate a systematic approach that enables them to effectively identify risks and opportunities and to define actions as input to the planning of their QMS?

Has the organization considered the external and internal issues and the requirements of the interested parties when determining the risks and opportunities?

(See also 4.4 for the embedding R&O into the QMS and its processes.) 

	Yes/No
	ref.

	6.1 - 6.1.2
Actions to address risks and opportunities]
	How has the organization integrated and implemented  the actions for risks and opportunities into its quality management system processes?
How do they evaluate the effectiveness of these actions?

	Yes/No
	ref.

	6.2.1
[(The organization shall establish quality objectives.)]
	Does the organization establish quality objectives at relevant functions, levels and processes?

Are the quality objectives compatible with the strategic direction and the context of the organization? (5.1.1 b))

Are the quality objectives as below?:

a) be consistent with the quality policy,
b) be measurable;
c) take into account applicable requirements;
d) be relevant to conformity of products and services and the enhancement of customer satisfaction;
e) be monitored;
f) be communicated;
g) be updated as appropriate.

Do they retain documented information on the quality objectives? 

	Yes/No
	ref.

	6.2.2
[(When planning how to achieve its quality objectives, the organization shall determine.)]
	To achieve its quality objectives, does the organization determine the followings?

a) what will be done;
b) what resources will be required;
c) who will be responsible;
d) when it will be completed;
e) how the results will be evaluated.

Can they demonstrate the whole cycle of objectives setting according to the above?  

	Yes/No
	ref.

	6.3
[Planning of changes]
	Where the organization determines the need for change to the quality management system (see 4.4), is the change carried out in a planned and systematic manner?

Does the organization consider the following:
a) the purpose of the change and their potential consequences;
b) the integrity of the QMS;
c) the availability of resources;
d) the allocation or reallocation of responsibilities and authorities.

	Yes/No
	ref.

	7.1.6
[Organizational knowledge]
	How does the organization determine and maintain the knowledge necessary to address changing needs and trends and for the operation of its processes and to achieve conformity of products and services?

	Yes/No
	ref.

	7.4
[Communication]
	How does the organization determine the internal and external communications relevant to the quality management system including:
a) on what it will communicate;
b) when to communicate;
c) with whom to communicate;
d) how to communicate;
e) who communicates

	Yes/No
	ref.

	8.1
[Operational planning and control]

	How does the organization control planned changes and review the consequences of unintended changes, taking action to mitigate any adverse effects, as necessary?

(Note also connection to 4.4 related to retaining documented information to the extent necessary to have confidence that the processes have been carried out as planned and to demonstrate conformity of products and services to requirements. How has the organization decided the extent?)

	Yes/No
	ref.

	8.4.1 -8.4.2
[Control of externally provided processes, products and services]
	How does the organization determine the controls to be applied to externally provided processes, products and services when:
a) products and services from external providers are intended for incorporation into the organization’s own products and services;
b) products and services are provided directly to the customer(s) by external providers on behalf of the organization;
c) a process or part of a process is provided by an external provider as a result of a decision by the organization 

Has the organization sufficiently determined needed controls to be applied to external provisions of processes and products/services taking into consideration:
a) the potential impact of the external provisions on the organization’s ability to meet customer and regulatory requirements
b) the effectiveness of the controls applied by the external provider

Does the organization establish and apply criteria for the evaluation, selection, monitoring of performance and re-evaluation of the external providers based on their ability to provide processes or products and services in accordance with specified requirements?

Do they retain appropriate documented information of the results of the evaluations, monitoring of performance and re-evaluations of external providers?


	Yes/No
	ref.

	8.5.5
[Post-delivery activities]
	When post-delivery activities apply for the organization: 
In determining the extent of post-delivery activities that are required, does the organization consider the following?:
a) statutory and regulatory requirements.
b) the potential undesired consequences associated with the products and services;
c) the nature, use and intended lifetime of the products and services;
d) customer requirements
e) customer feedback;

(Guidance note: As minimum the organization need to control its contractual and statutory/regulatory post-delivery obligations. Post-delivery activities beyond this is at the discretion of the organization.)

	Yes/No
	ref.

	8.5.6
[Control of changes]
	Does the organization review and control changes for production or service provision to the extent necessary to ensure continuing conformity with specified requirements?

Does the organization retain documented information describing the results of the review of changes, the personnel authorizing the change, and any necessary actions

	Yes/No
	ref.

	9.1.1
[General (Monitoring, measurement, analysis and evaluation)]
	Are the following items determined?
a) what needs to be monitored and measured;
b) the methods for monitoring, measurement, analysis and evaluation needed to ensure valid results;
c) when the monitoring and measuring shall be performed;
d) when the results from monitoring and measurement shall be analysed and evaluated.

Does the organization evaluate the performance and the effectiveness of the QMS?
(see also 9.1.3 “Analysis and evaluation” below) 

Does the organization retain documented information as evidence of the results?

	Yes/No
	ref.

	9.1.3 [Analysis and evaluation]
	Does the organization analyze and evaluate appropriate data and information arising from monitoring and measurements? 
Are results of the analysis used to evaluate:

a) conformity of products and services;

b) the degree of customer satisfaction;

c) the performance and effectiveness of the quality management system;

d) if planning has been successfully implemented;

e) the effectiveness of actions taken to address risks and opportunities ;

f) the performance of external provider(s);

g) the need for improvements to the quality management system.

Are the results of analysis and evaluation used to provide inputs to management review?
	
	

	9.3
[Management review]
	Is the management review planned and carried out taking into consideration of the followings (new items underlined):

a) the status of actions from previous management reviews;
b) changes in external and internal issues that are relevant to the quality management system;
c) information on the quality performance, including trends for:
1) customer satisfaction and feedback from relevant interested parties; 
2) the extent to which quality objectives have been met;
3)  process performance and conformity of products and services; 
4)  nonconformities and corrective actions;
5) monitoring and measurement results ;
6) audit results;
7) the performance of external providers;

d) the adequacy of resources 
e) the effectiveness of actions taken to address risks and opportunities (see 6.1);
f) opportunities for improvement.

(See also 9.1.3 “Analysis and evaluation”)
	
Yes/No
	ref.
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Documentation requirements FDIS ISO 9001:2015



In the HLS ‘Documented information’ replaces both the nouns ‘documentation’ and ‘record’ used in prior editions. 



From the text it is normally evident when “documented information” relates to “records” as evidence of  performed activity/process and when “documents information” relates to how to perform an activity/ process. Normally the standard refers to “shall maintain documented information” when the meaning is how to perform an activity/process and “shall retain documented information” when the meaning is to keep evidence of performed activity/process.



These are the minimum documentation requirements. Organizations themselves can decide that they need additional documented information.





		Clause

		Documentation requirement



		4.3
(Scope)

		

The scope of the organization’s quality management system shall be available and be maintained as documented information. The scope shall state the types of products and services covered, and provide justification for any requirement of this International Standard that the organization determines is not applicable to the scope of its quality management system.




		4.4
(Quality management system and its processes)



		
4.4.2 To the extent necessary, the organization shall:

a) maintain documented information to support the operation of its processes;

b) retain documented information to have confidence that the processes are being carried out as planned.



		5.2.2
(Communicating the quality policy)

		
5.2.2   The quality policy shall:


a)	be available as documented information;

b)	be communicated, understood and applied within the organization;

c)	be available to interested parties, as appropriate; 





		6.2
(Quality objectives and planning to achieve them)

		

The organization shall  maintain documented information on the quality objectives.




		7.1.5.1
(Monitoring and measuring resources – General)

		
The organization shall retain appropriate documented information as evidence of fitness for purpose of monitoring and measuring devices.







		7.1.5.2 (Measurement traceability)

		
When measurement traceability is a requirement, or is considered by the organization to be an essential part of providing confidence in the validity of measurement results, measuring equipment shall be:


a) calibrated or verified, or both, at specified intervals, or prior to use, against measurement standards traceable to international or national measurement standards; when no such standards exist, the basis used for calibration or verification shall be retained as documented information;




		[bookmark: _GoBack]7.2
(Competence)

		

The organization shall:


d)	retain appropriate documented information as evidence of competence.




		7.5.1
(Documented information - General)

		
The organization’s quality management system shall include:


a) documented information required by this International Standard;


b) documented information determined by the organization as being necessary for the effectiveness of the quality management system.


NOTE The extent of documented information for a quality management system can differ from one organization to another due to:

· the size of organization and its type of activities, processes, products and services;

· the complexity of processes and their interactions;

· the competence of persons.




		8.1 
(Operational planning and control)

		


e) determining and keeping documented information to the extent necessary 


1) to have confidence that the processes have been carried out as planned;

2) to demonstrate conformity of products and services to their requirements.



NOTE “Keeping” implies both the maintaining and the retaining of documented information.




		8.2.3 
(Review of requirements related to products and services)

		
8.2.3.2 The organization shall retain documented information, as applicable:


a) on the results of the review;


b) on any new requirements for the products and services.





		8.3.2 
(Design and development planning)




		In determining the stages and controls for design and development, the organization shall consider:


j) the documented information needed to demonstrate that design and development requirements have been met.





		8.3.3 
(Design and development inputs)



		

The organization shall retain documented information on design and development inputs.





		8.3.4 
(Design and development control)



		

The organization shall apply controls to the design and development process to ensure that:



f) documented information of these activities is retained





		8.3.5 
(Design and development output)


		
The organization shall retain documented information on the design and development outputs.




		8.3.6 
(Design and development changes)



		

The organization shall retain documented information on:

a) design and development changes;

b) the results of reviews;

c) the authorization of the changes;

d) the actions taken to prevent adverse impacts.





		8.4 
(Control of external provided products and services -

8.4.1 General)



		
The organization shall retain documented information of the results of these activities and any necessary actions arising from the evaluations.





		8.5.1 
(Control of production and service provision)



		

Controlled conditions shall include, as applicable:


a) the availability of documented information that defines:


1) the characteristics of the products to be produced, the services to be provided, or the activities to be performed;


2) the results to be achieved;





		8.5.2 (Identification and traceability)

		
The organization shall control the unique identification of the outputs when traceability is a requirement, and shall retain the documented information necessary to enable traceability.





		8.5.3 
(Property belonging to customers or external providers)



		

When the property of a customer or external provider is lost, damaged or otherwise found to be unsuitable for use, the organization shall report this to the customer or external provider and retain documented information on what has occurred.





		8.5.6 
(Control of changes)

		
The organization shall retain documented information describing the results of the review of changes, the person(s) authorizing the change, and any necessary actions arising from the review.




		8.6 
(Release of goods and services)



		

The organization shall retain documented information on the release of products and services. The documented information shall include:


a) evidence of conformity with the acceptance criteria;


b) traceability to the person(s) authorizing the release.





		8.7.2 
(Control of nonconforming outputs)



		

The organization shall retain documented information that: 

a) describes the nonconformity;

b) describes the actions taken;

c) describes any concessions obtained;

d) identifies the authority deciding the action in respect of the nonconformity. 




		9.1 
(Monitoring, measurement, analysis and evaluation -9.1.1 General)



		



The organization shall retain appropriate documented information as evidence of the results.





		9.2 
(Internal Audit)



		
9.2.2 The organization shall:


f) retain documented information as evidence of the implementation of the audit programme and the audit results.





		9.3.3 (Management review)



		

The organization shall retain documented information as evidence of the results of management reviews.





		10.2 (Nonconformity and corrective action)



		
10.2.2 The organization shall retain documented information as evidence of:


a) the nature of the nonconformities and any subsequent actions taken;


b) the results of any corrective action.











Furthermore, the new standard in several places uses the wording “shall determine”.  In ISO FDIS 14001:2015  The word “determine” implies a discovery process that results in knowledge.  There is no explicit “documentation” requirement, but where “determine” is used the organization should at least be able to demonstrate and give confidence of completeness and control of such activities/processes.


		4.1 (Understanding the organization and its context)

		


The organization shall determine external and internal issues that are relevant to its purpose and its strategic direction and that affect its ability to achieve the intended result(s) of its quality management system.




		4.2 (Understanding the needs and expectations of interested parties)

		
Due to their impact or potential impact on the organisation’s ability to consistently provide products and services that meet customer and applicable statutory and regulatory requirements, the organization shall determine:


a) the interested parties that are relevant to the quality management system;


b) the requirements of these interested parties that are relevant to the quality management system.




		4.3
(Scope)

		
The organization shall determine the boundaries and applicability of the quality management system to establish its scope.




		4.4
(Quality management system and its processes)



		

The organization shall determine the processes needed for the quality management system and their application throughout the organization and shall:


a) determine the inputs required and the outputs expected from these processes;


b) determine the sequence and interaction of these processes;


c) determine and apply the criteriaand methods (including monitoring, measurements and related performance indicators) needed to ensure the effective operation and control of these processes;


d) determine the resources needed and ensure their availability;


e) assign the responsibilities and authorities for these processes;


f) address the risks and opportunities as determined in accordance with the requirements of 6.1;


g) evaluate these  processes and any needed to ensure that these  processes achieve their intended results;


h) improve the processes and the quality management system.




		6.1 
(Actions to address risks and opportunities)



		

6.1.1 When planning for the quality management system, the organization shall consider the issues referred to in 4.1 and the requirements referred to in 4.2 and determine the risks and opportunities that need to be addressed to:


a) give assurance that the quality management system can achieve its intended result(s);

b) enhance desirable effects;

c) prevent, or reduce, undesired effects;

d) achieve improvement.





		6.2
(Quality objectives and planning to achieve them)

		
6.2.2 When planning how to achieve its quality objectives, the organization shall determine:


a) what will be done,


b) what resources will be required,


c) who will be responsible,


d) when it will be completed, and


e) how the results will be evaluated.




		7.1 
(Resources -  7.1.1 General)





		

The organization shall determine and provide the resources needed for the establishment, implementation, maintenance and continual improvement of the quality management system.




		7.1.2 
(People)



		

The organization shall determine and provide the persons necessary for the effective implementation of its quality management system and for the operation and control of its processes.





		7.1.3 (Infrastructure)

		
The organization shall determine, provide and maintain the infrastructure necessary for the operation of its processes to achieve conformity of products and services.




		7.1.4 (Environment for the operation of processes)



		

The organization shall determine, provide and maintain the environment necessary for the operation of its processes and to achieve conformity of products and services.





		7.1.5 (Monitoring and measuring resources)



		

The organization shall determine and provide the resources needed to ensure valid and reliable results when monitoring or measuring is used to verify the conformity of products and services to requirements.



The organization shall determine if the validity of previous measurement results have been adversely affected when measuring equipment  is found to be unfit for its intended purpose and shall take appropriate action as necessary.





		7.1.6 (Organisational knowledge)



		

The organization shall determine the knowledge necessary for the operation of its processes and to chief conformity of products and services. 



When addressing changing needs and trends, the organization shall consider its current knowledge and determine how to acquire or access any necessary additional knowledge and required updates. 





		7.2 (Competence)

		
The organization shall:


a) determine the necessary competence of person(s) doing work under its control that affects the performance and effectiveness of the quality management system;




		
7.4 (Communication)



		
The organization shall determine the internal and external communications relevant to the quality management system including:


a) on what it will communicate,


b) when to communicate, 


c) with whom to communicate,


d) how to communicate



e) who communicates.




		8.3.3 
(Design and development inputs)

		
The organization shall determine requirements essential for the specific type of products and services being designed and developed. The organization shall consider:


a) functional and performance requirements;


b) information derived from previous similar design and development activities;



c) statutory and regulatory requirements;


d) standards or codes of practice that the organization has committed to implement;


e) potential consequences of failure due to the nature of the products and services.





		8.4 
Control of externally provided processes, products and services -

8.4.1 General)



		

The organization shall determine the controls to be applied to externally provided processes, products and services when:


a) products and services from external providers are intended for incorporation into the organization’s own products and services;

b) products and services are provided directly to the customer(s) by external providers on behalf of the organization;

c) a process, or part of a process, is provided by an external provider as a result of a decision by the organization.



The organization shall determine and apply criteria for the evaluation, selection, monitoring of performance, and re-evaluation of external providers, based on their ability to provide processes or products and services in accordance with requirements. 





		8.4.2 
(Type and extent of control)



		

The organization shall:



a) determine the verification, or other activities, necessary to ensure that the externally provided processes, products and services meet requirements.





		9.1 
(Monitoring, measurement, analysis and evaluation - 9.1.1 General)



		

The organization shall determine:


a) what needs to be monitored and measured;


b) the methods for monitoring, measurement, analysis and evaluation needed to ensure valid results;


c) when the monitoring and measuring shall be performed;


d) when the results from monitoring and measurement shall be analysed and evaluated.




		9.1.2
(Customer satisfaction)

		
The organization shall monitor customers’ perceptions of the degree to which their needs and expectations have been fulfilled. The organization shall determine the methods for obtaining, monitoring and reviewing this information.





		10 (Improvement - 10.1 General)

		
The organization shall determine and select opportunities for improvement and implement necessary actions to meet customer requirements and enhance customer satisfaction.
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