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ISO 9001:2008 to ISO 9001:2015 Transition

A Step-by-Step Guide

ISO 9001:2015 was released in September 2015. The transition 

period to implement the new requirements is three years.      

We encourage your organization to get started on the       
transition path to ISO 9001:2015 registration as soon      
as possible.

With the new standard you will find it much easier   
to incorporate your quality management system     
into your core business processes, gaining greater 
business benefits. 

For more information, contact ETI Group:
360-681-2188 or 503-484-5979

info@etigroupusa.com

The new changes and the transition            

process may seem overwhelming              

at first. New processes and procedures      

will need to be created, and some              

existing processes and procedures will      

need to be modified but it should not                       

be necessary to rewrite all your existing      

documented information,  especially if your      

system structure is based on the way it effectively 

operates, using a process approach.

This guide was created by ETI Group to assist your 

transition to ISO 9001: 2015, while realizing the full 

benefits of this revision. The 20 steps provided in this 

guide represents a common-sense approach to transition 

from ISO 9001:2008 to the ISO 9001:2015 revision.

www.etigroupusa.com


Transition from ISO 9001:2008 to ISO 9001:2015

Step-by-Step Guide

For more information, contact ETI Group:
360-681-2188 or 503-484-5979

info@etigroupusa.com   

1

2

3

4

Provide training for key people. Training for your key 
personnel is critical to achieving the goals of your 
transition to ISSO 9001:2015. More importantly, 
informed employees will ensure compliance is 
maintained after the transition to the new standard 
is completed.

Conduct a gap analysis. Identifying gaps between 
your current practices and the new requirements is 
the most effective way to determine the changes    
required to your existing current quality management 
system (QMS). Download ETI Group’s Self-Assessment 
Check List to assist you in completing this step.

Define context of the organization. This is a new 
requirement needing special attention. It provides 
the basis for your ISO 9001:2015 QMS.  For more 
information, download ETI Group’s Guide to the ISO 
9001:2015 Revision.

Develop a detailed transition plan…specific tasks to 
be accomplished, target dates for achievement, and 
assigned responsibility for task accomplishment. The 
plan should also consider barriers to a successful 
transition and the integration with other company 
projects and initiatives
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Review QMS scope. The current scope of your QMS 
should be reviewed against the new requirements for 
defining the scope and revised as necessary. This  
should be done in consideration of the organization’s 
context (what your company does, what it wants to 
achieve, as well as the products/services it provides.

Assess risks and opportunities. Risks and opportunities 
focus on the organization’s ability to achieve the QMS 
intended results. After risks and opportunities have been 
assessed plans are required to address when and how 
changes to risks and opportunity will be addressed from 
both the strategic and day-to-day process levels.  

Describe organizational knowledge. ISO 9001:2015 
requires that you determine, provide and maintain  
knowledge specific to the organization that is needed 
to operate processes and meet requirements. This 
knowledge can be from both internal and external 
sources.

List all interested parties. This requirement is 
included in the context of the organization clause, it is 
something new and needs to be carefully considered. 
Identifying all interested parties and knowing their 
expectations will help the organization’s strategic 
direction.
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Determine the documentation method to be used 
to provide more detailed information regarding 
roles, responsibilities and authorities. This could be  
an Organizational Chart, Job descriptions, cross-
functional flow charts, etc. and general (training) 
methods to assure Competence.

Demonstrate leadership. ISO 9001:2015 places  
greater emphasis on leadership. Top Management 
can demonstrate this by being accountable for the 
QMS, providing resources, establishing a Quality 
Policy and Objectives, and creating a communication 
plan for making employees aware of the QMS.

Review quality policy & objectives. Ensure that your 
Quality Policy establishes the vision and framework 
for the QMS and the Quality Objectives align with the 
strategic direction of the company. You will also need   
tp develop plans for achieving the Quality Objectives. 

Define roles, responsibilities and authorities. You 
should  outline the Operating and Support processes 
needed for your QMS and then align your existing 
organizational structure with the QMS, identifying 
roles, responsibilities and authorities for each QMS 
process at the manager and/or process owner level. 
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Prioritize order to address operational processes. 
Using the process definition template created in Step 
13, define each QMS process and sub-process. 
Resources should be addressed (all 7.1. elements) 
and competence. Risks and opportunities specific to 
each process should also be identified and addressed. 

Update existing QMS documentation. Some new 
processes and procedures will need to be created but 
it should not be necessary to rewrite all of your 
exisiting QMS’s documented information, especially  
if your QMS is structured based on the way it 
effectively operates, using a process approach. 

Operational planning and control. Create an 
organization-level template for process definition and 
control that can be applied for all Operational 
processes (and Support processes as appropriate).You 
should also include the elements for Resources 
specific to a process per 7.1 and 7.2 in this definition.

Provide leadership, communication, and awareness 
Create communication plans so that everyone working 
under the organization’s control  is: 1. Aware of the 
Quality Policy and Objectives, 2. Understands the risks 
when requirements are not met, and 3. How their 
work contributes toward the effectiveness of the QMS. 
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Internal Audit and Management Review. A full QMS 
internal audit should be performed followed by a 
Management Review. Techniques for conducting your 
internal audits remain the same but there are changes   
in the input requirements to management review and 
requirements to be audited during the internal audit. 

Performance evaluation. Determine what needs to be 
monitored, how it will be monitored, and how often. 
The purpose is to evaluate the performance and 
effectiveness of your QMS. If you are familiar with key 
performance indicators (KPI’s), this will be a simple 
addition to make. 

Measurement and reporting, Internal audits and 
management review. ISO 9001:2015 strongly 
emphasizes the importance of measurement and 
reporting, especially regarding performance evaluation. 
Internal Audits and Management Review will also need 
to be aligned with the new standard. 

ISO 9001:2015 Transition Registration Audit. You 
should now be ready for your registrar’s transition 
audit. Most registrars will be performing this audit as a 
Recertification Audit, which will start a new, full three 
year cycle.  Transition audits must be completed well 
in advance of the September 2018 deadline. 
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Transitioning to meet the new ISO 9001:2015 requirements can be                

time consuming and challenging. It can also distract key people from            

their regular day-to-day tasks. To minimize disruptions to your business,          

ETI Group offers a broad range of practical solutions to assist you in meeting 

the requirements of ISO 9001:2015. 

ETI Group:

Based in the Pacific Northwest, ETI Group has assisted more than                          

1,000 organizations improve performance. Our services are tailored         

to fit the individual needs of each client, and regardless of where         

your organization is in the improvement process we have the                  

skills and experience to help. To date, ETI staff members:   

 Have trained more than 300,000 people in the                                           

tools and methods of quality management and                       

performance improvement.

 Have guided 650 companies through the                                     

complete ISO 9001/AS9100 implementation                               

process — all passed their registration audits                                      

at the first attempt.

 Have conducted 1,000 quality system audits                                               

and assessments.

 Were selected by Washington State Department of  Trade                     
and Economic Development to develop and present the state 
sponsored ISO 9001/AS9100 Implementation Network program.


