
 

 

 

  

Gap Analysis 

Checklist 
ISO 9001:2015 Self-assessment 



Double click here to insert your 

organization’s name or logo. 

Gap Analysis Checklist 

 ISO 9001:2015 Self-assessment 

 

Document Ref:     Page 1 of 17 
 

 

Table of Contents 
GUIDANCE .................................................................................................................................................................................................................................................. 2 

ABOUT THIS CHECKLIST .............................................................................................................................................................................................................................. 2 

SUMMARY OF KEY CHANGES ...................................................................................................................................................................................................................... 2 

Process Approach ................................................................................................................................................................................................................................................................................. 2 

Context of the Organization ............................................................................................................................................................................................................................................................. 2 

Scope of the Quality Management System ................................................................................................................................................................................................................................ 3 

Leadership ................................................................................................................................................................................................................................................................................................ 3 

Risks and Opportunities ..................................................................................................................................................................................................................................................................... 3 

Products and Services ......................................................................................................................................................................................................................................................................... 3 

Control of Externally Provided Products & Services ............................................................................................................................................................................................................... 3 

Documented Information .................................................................................................................................................................................................................................................................. 3 

Non-conforming Processes............................................................................................................................................................................................................................................................... 4 

HOW TO MAKE THE CHANGES .................................................................................................................................................................................................................... 4 

EXISTING ISO 9001:2008 DOCUMENTATION ............................................................................................................................................................................................. 4 

SELF-ASSESSMENT CHECKLIST ............................................................................................................................................................................................................... 6 

CONTEXT OF THE ORGANISATION ............................................................................................................................................................................................................... 6 

LEADERSHIP ............................................................................................................................................................................................................................................... 8 

PLANNING ............................................................................................................................................................................................................................................... 10 

SUPPORT ................................................................................................................................................................................................................................................. 11 

OPERATION .............................................................................................................................................................................................................................................. 13 

PERFORMANCE EVALUATION .................................................................................................................................................................................................................... 16 

IMPROVEMENT ......................................................................................................................................................................................................................................... 17 

 

  



Double click here to insert your 

organization’s name or logo. 

Gap Analysis Checklist 

 ISO 9001:2015 Self-assessment 

 

Document Ref:     Page 6 of 17 
 

 

Self-assessment Checklist 

Context of the Organisation 

Ref Gap Analysis Question 
Finding Implementation Plan (if No) 

Yes No ISO Clause Process Owner Action Needed Date Planned Date Actual 

1 

Have all external and internal issues that are 

relevant to your organisation’s purpose and 

the achievement of customer satisfaction and 

the organisation’s strategic direction been 

determined? 

       

2 
Are these issues reviewed and monitored on a 

regular basis? 
       

3 

Have the needs and expectations of interested 

parties that are relevant to the QMS been 

determined? 

       

4 

Was the scope of your QMS determined whilst 

taking into account of all the external and 

internal issues, the needs of interested parties 

and the scope your products and services? 

       

5 

Is your QMS established, and does it include a 

description of the processes required and their 

sequence and interaction? 
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Ref Gap Analysis Question 
Finding Implementation Plan (if No) 

Yes No ISO Clause Process Owner Action Needed Date Planned Date Actual 

6 
Have the criteria for managing these processes 

and their interaction been established?  
       

7 

Have all responsibilities, methods, 

measurements and related performance 

indicators, needed to ensure the effective 

operation and control, been established? 
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