Quality Management System (QMS)
Assessment Tool

Quality Management System Evaluation Tool

	State Authority:



	Date of Assessment:




	Organisation:



	Approval Reference:

	Name and Signature:


	Position:





	
To be completed and signed by the Quality Manager or Accountable Manager

Table of Contents
0.0	Foreword/User Instructions	3
1.0	Scope of the Quality Management System	5
2.0	Quality Management System and it’s Processes.	6
3.0	Organisational Roles, Responsibilities and Authorities	8
4.0	Quality Policy.	11
5.0	Quality Objectives	14
6.0	Risk and Opportunities.	15
7.0	Personnel Competency	16
8.0	Documented Processes	18
9.0	Operational Planning and Control	21
10.0	Requirements for Products and Services	23
11.0	Design and Development (If Applicable)	25
12.0	Control of Production and Service Provision (If Applicable)	26
13.0	Monitoring and Measuring (If Applicable)	28
14.0	Calibration (if applicable)	29
15.0	Performance Evaluation	31
16.0	Externally Provided Processes, Products and Services	35
17.0	Improvement	39





0.0 [bookmark: _Toc171585035]Foreword/User Instructions
This document will assist authorities to assess the maturity of management systems, respectively those focussed on quality (QMS). The main structure is based on the tools provided by EASA (SMS Assessment Tool) and SM ICG. The structure also follows the SSP PQs approach of ICAO USOAP CMA.
How to use the assessment tool:
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	x.x

	Find here the rule text.


	Assesm. result
	Assesm. result

	Refer here to evidence sampled and checked
	For additional comments

	Guidelines
	What to look for

	
	
Guidance for authority inspectors, which evidence to be sampled and which issues to be checked.


	
	Present and Suitable
	Operating and Effective

	
	
Criteria to be checked to reach maturity level “present & suitable”

Note: The criteria may be split between the levels “present” and “suitable” in future revisions.
	
Criteria to be checked to reach maturity level “operating & effective”

Note: The criteria may be split between the levels “operating” and “effective” in future revisions




Explanation of maturity levels:
Present:
There is documented information available in the organisation, which reflect the elements of a (quality) management system.
Suitable:
The documented information reflects the operational scope of the aviation organisation, as well as size and complexity of their organisation.
Operating:
There is evidence that the suitable documented system is implemented and operational (e. g through outcomes of management system processes)
Effective:
There is evidence of a continuous application of management system processes including continual improvement of the performance of the management system.


1.0 [bookmark: _Toc159940706][bookmark: _Toc171585036]Scope of the Quality Management System
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	1.1

	The organisation shall determine and document the scope of the quality management system, having taken into consideration, internal and external issues, the requirement of relevant interested parties and the products and/or services of the organisation.


	
	
	
	

	Guidelines
	What to look for

	
	
· A clearly defined Scope of QMS (context of organization) is described in Quality Documentation (e.g. QMM).
· Description of the scope of operation of the aviation organization (Flight ops, MRO, ATM, airport operations and ground handling) as defined by their approval certificates. 

	
	Present and Suitable
	Operating and Effective

	
	
· Is it defined/described in Quality documentation?
· Is it suitable to size and complexity of the operations related to aviation? 
	
· Interview key managers & operational staff regarding their knowledge of the scope of the QMS and their relevant accountability.
· Has the scope been periodically reviewed and adapted? 
· If there are evidence such as documented forms, protocols etc.
· Has the scope remained suitable after such reviews?







2.0 [bookmark: _Toc159940707][bookmark: _Toc171585037]Quality Management System and it’s Processes. 
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	2.1 


	The organisation shall determine the processes needed for the quality management system and their application throughout the organisation.
	
	
	
	

	Guidelines
	What to look for

	
	Mandatory Key Processes of the QMS:
Document management,
· Records management,
· Operational Procedures
· Internal auditing, 
· Training  
· Non-conforming product management (if applicable),
· Corrective and preventive actions, 
· Risk management (Could be integrated into SMS)[footnoteRef:1],  [1:  If the management systems are integrated, the risk management and change management processes should not be assessed as separate QMS and SMS systems.] 

· Change management and information process (Could be integrated into SMS).
· Management Review  
· Continuous Monitoring and Improvement

	
	Present and Suitable
	Operating and Effective

	
	
· Have all the processes needed for the organization’s activities been determined and documented?
· Are the organization’s processes suitable for the nature and complexity of the organization’s operations?
	
· Have the processes been adapted to the changing needs on a regular basis?
· How does the organization ensure that its services remain continuously compliant with the requirements? 

	Summary
	General Comments

	
	










3.0 [bookmark: _Toc159940709][bookmark: _Toc171585038]Organisational Roles, Responsibilities and Authorities
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	3.1
	Top Management shall assign the responsibility and authority for, ensuring the quality management system conforms to applicable requirements, ensuring processes are delivering their intended outputs, the performance of the quality management system is reported, ensuring the promotion of customer focus is maintained and ensuring the integrity of the quality management system is maintained when changes to the quality management system are planned and implemented.
	
	
	
	

	Guidelines
	What to look for

	
	· General description of the organization 
· Titles and functions of nominated persons and management personnel 
· organigrams/organizational charts 
· Job descriptions   

	
	Present and Suitable
	Operating and Effective

	
	· Organization chart exists and shows the lines of responsibility 
· Organization chart is relevant to the organization’s structure, complexity, and nature of operations 
· Reporting lines clearly show the relationship between divisions, departments, and functions.
· Job descriptions describe duties, responsibilities, accountabilities, and authority relevant to the function and approved by the top management. 
Accountable Manager
· Accountability, responsibilities, and duties of the Accountable Manager are comprehensively defined.
· Direct accountability of the Accountable Manager including the responsibility for establishing and maintaining an effective Quality Management System is defined.
· Responsibilities of the Accountable Manager include the endorsement of the quality/safety policy.
· Accountable Manager’s authority ensures that all activities can be financed and carried out in accordance with the applicable requirements
· Accountable Manager’s duty is to ensure that sufficient resources are allocated, considering the size of the organization and the nature and complexity of its activities.
· The accountable manager has the accountability for achieving the organization’s objectives.
Quality Manager
· Responsibilities and duties of the Quality Manager are comprehensively defined.
· Quality Manager has direct access to the Accountable Manager.
· Quality Manager is responsible to operate the QMS and ensures that the relevant processes and procedures are documented and implemented.
· The Quality Manager has the responsibility to implement and maintain an internal audit / compliance monitoring program and to report the status of continued compliance to the management of the organization. 
Nominated Postholder 
· Duties and responsibilities of the postholders are comprehensively and clearly defined;
· Postholders are responsible to ensure that the processes are delivering their intended outputs; 
· Are authorized to allocate responsibilities and duties and issue instructions to individuals, sufficient for implementation of the standards, in their area of activity
· Are responsible to support implementation of the quality assurance program, develop and implement Corrective Actions to address nonconformities detected during the audits.
	· The organization chart and job descriptions are reviewed periodically to ensure they reflect the organizational structures and assignments.

· Everyone in the organization fully understands and fulfils their roles, responsibilities, authorities, and accountabilities.

· The accountable manager ensures that the Quality Management System is properly resourced, implemented and maintained. - Evidence that the accountable manager has the authority to provide sufficient resources for relevant improvements.

· The accountable manager ensures that the Quality Assurance Program is properly implemented. - Review Quality Assurance activities are being carried out in a timely manner and the QMS is sufficiently resourced. Deficiencies/Nonconformities identified are reported to the management and relevant postholders. 

· Corrective actions are developed and implemented in a timely manner. Sufficient resources are allocated to address findings. 

· The accountable manager ensures that the QMS is monitored, reviewed and improved. - Periodic Management Reviews are conducted, decisions taken at the meetings are implemented. 

· The personnel are aware of their role in the QMS and are acting in accordance with their roles, responsibilities and accountabilities.


	Summary
	General Comments

	
	









4.0 [bookmark: _Toc159940708][bookmark: _Toc171585039]Quality Policy.
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	4.1

	A Quality Policy shall be established by top management that is appropriate to the purpose of the organisation, provides a framework for setting quality objectives, includes a commitment to satisfy applicable requirements and includes a commitment to continually improve the quality management system.
	
	
	
	

	Guidelines
	What to look for

	
	· Documented policy
· Endorsed and signed by the relevant accountable manager
· The policy states the management’s commitment to provide necessary resources (human, financial, etc.) for the effective implementation of the QMS
· The policy is available and actively communicated within the organization
· The policy is available to the internal stakeholders on request 
· The policy is clear and easy to read
· The policy is understood at all levels of organization
· The content corresponds to the nature, size and complexity of the activities
· The policy contains the obligation to comply with the regulations and operational and other standards 
· The policy contains commitment of the organization to comply and act in conformity with principles and objectives
· The policy includes commitment to the continuous improvement of the organization


	
	Present and Suitable
	Operating and Effective

	
	· There is a quality policy, signed by the Accountable Manager, which includes a commitment to continuous improvement of quality strategies and processes; observes all applicable legal requirements. 
· The quality policy is easy to read.
· The content is customised to the organisation authorization.
· Check whether quality policy strives to a pro-active, integrated approach to quality assurance 
· Confirm the quality policy is relevant and meets applicable national and international standards, while delivering services. 

	· Interview the Accountable Manager to assess his/her knowledge and understanding of the quality policy. The Accountable Manager has a clear understanding of the quality policy and is fully engaged in implementing it.
· Check that the quality policy is reviewed periodically for content and currency. The quality policy is reviewed periodically to ensure it remains relevant to the organisation.
· Check evidence that the Accountable Manager takes informed decisions in accordance with the quality policy. Check whether sufficient resources are available to implement quality strategies and processes.
· Interview staff to determine to what extent the quality objectives are known. 




	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	4.2

	A Quality Policy shall be maintained as documented information, be communicated, understood, and applied within the organisation and be available to interested parties.

	
	
	
	

	Guidelines
	What to look for

	
	· Review how the quality policy is communicated to the employees and interested parties 
· Quality policy is clearly visible (or reachable, depending on the structure and size of the organisation) to all staff including relevant contracted staff and third-party organisations
· Evidence that senior management are involved in quality activities 
· Assess how the contract organizations that support organizations’ operations are communicated and familiar with the organization’s quality policy.

	
	Present and Suitable
	Operating and Effective

	
	· There is a means in place for the communication of the quality policy and its associated objectives.
·  The quality policy is clearly visible (or reachable) to all staff (e.g. consider multiple sites, countries). The quality policy is understandable (consider multiple languages). 
	· The quality policy and its associated objectives are communicated to all personnel (including relevant contracted/subcontracted staff and organisations).
· All staff is provided with adequate and appropriate aviation quality information and training
· Contract organizations that support organizations’ operations are familiar with the organization’s quality policy.



	Summary
	General Comments

	
	









5.0 [bookmark: _Toc159940711][bookmark: _Toc171585040]Quality Objectives 
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	5.1


	Quality objectives shall be established in line with the broader organizational goals and strategic direction and contribute to the organization's mission, vision, and values.
	
	
	
	

	Guidelines
	What to look for

	
	· Quality Objectives and related setting procedures (responsibilities, scope of QMS, review, etc.)
· Evidence of how QO are achieved (e.g. Management Review Report)

	
	Present and Suitable
	Operating and Effective

	
	· Check if processes to achieve established quality objectives are documented. 
· QOs are defined and approved (agreed) by Accountable Manager in quality documentations (Quality manual, Compliance manual etc.).
· QOs are developed in accordance with the Scope of QMS of the organisation. 
· Check the quality objectives’ (QOs) compliance with the internal standards and contractual obligations.
· QOs reflect the quality policy of the organisation
· If QOs are SMART (Specific, Measurable, Achievable, Relevant, Time-related)


	Interview relevant personnel regarding quality objectives of the organisation: 
· How are QOs implemented, developed, evaluated, monitored and communicated within the organisation?
· How does the management of the organisation implement corrective and preventive actions regarding QOs after identified non-conformities during audits and periodical reviews?
· How often are QOs reviewed? 
· Reduced number of non-conformities during audits / inspections
· Is SMART approach applied to all the objectives?
· QOs focus on the continuous improvement of provided products and/or services of the organisation

	Summary
	General Comments

	
	








6.0 [bookmark: _Toc159940710][bookmark: _Toc171585041]Risk and Opportunities.
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	6.1


	The Organization shall determine risk and opportunities that need to be addressed to give assurance the quality management system can achieve it’s intended results, can enhance desirable effects, prevent, or reduce undesired effects and achieve improvement.
	
	
	
	

	Guidelines
	What to look for

	
	· Defined process to manage risks and opportunities 
· If the SMS is required, linkage between risk management processes of the QMS and SMS (if the systems are not integrated)
· Evidence of implementation of mitigation actions stemming from the hazard identification and risk management process 
· Evidence when risks and opportunities were last reviewed.
· Management review report

	
	Present and Suitable
	Operating and Effective

	
	· Process to manage risks and opportunities are defined. 
· Risks and opportunities are determined.
· The determined risks and opportunities are appropriate to the organisation’s activities.
· Risks and opportunities are related to the context and objectives of the organization
· Actions to address risks and opportunities are planned, implemented and suitable.  
	· Risks and opportunities determined during planning are updated according to the occurrence of the nonconformity and complaints.
· The actions taken to address risks and opportunities are effective.
· 
· Implementation of the actions stemming from the risk management and evaluation of the effectiveness of these actions  are fully incorporated into QMS planning processes. 
· Effectiveness of actions taken to address risks and opportunities are assessed regularly.

	Summary
	General Comments

	
	









7.0 [bookmark: _Toc159940713][bookmark: _Toc171585042]Personnel Competency
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	7.1

	The Organization shall determine the necessary competence of the person(s) doing work under its control, ensure these persons are competent based on education, training, or experience, and retain documented information as evidence of competence
	
	
	
	

	Guidelines
	What to look for

	
	· Competency requirements for each role.
· Training and Competence Procedure
· Job Descriptions/Job profiles
· On-boarding process/plan
· Training Matrix
· Training Needs Analysis
· Initial Training Plan
· Continuation/Refresher Training Plan
· Training Records
· Training Development Review
· Training Course Completion Certificates
· Competency Assessments

	
	Present and Suitable
	Operating and Effective

	
	· Each role has documented competency and training requirements 
· The training and competency requirements for each role are aligned with the documented job descriptions
· An on-boarding plan will be present for all new members of staff
· Each member of staff will be included in training plans and training needs analysis
· Documented training records shall be available for all members of staff
· Certificates for all technical training shall be retained
· Documented competency assessments shall be available for all members of staff
	· Annual training analyses are completed.
· Continuation/Refresher training plans are in place for all members of staff
· Documented competency assessments are completed in a timeframe not exceeding three years 
· Training and competency requirements for each role are reviewed and amended in line with changes to internal and external requirements.




	Summary
	General Comments

	
	









8.0 [bookmark: _Toc159940714][bookmark: _Toc171585043]Documented Processes
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	8.1


	The Organization quality management system shall include documented processes required by applicable laws, standards, and regulations.
	
	
	
	

	Guidelines
	What to look for

	
	· Compliance assessment
· Compliance management processes


	
	Present and Suitable
	Operating and Effective

	
	· Review that job descriptions clearly include responsibilities for compliance.
· Review documented process how the senior management communicates the importance of compliance to all employees and fosters a culture of adherence to regulations and standards.
· Applicable requirements are clearly identified and properly transcribed into organisation manuals and procedures.
· Responsibilities and accountabilities for compliance are defined.
· Make sure the national and international requirements are taken into consideration while documenting processes and procedures. 
	· Senior management is involved in assuring compliance required by applicable laws, standards, and regulations.
· Organisation manuals and procedures are regularly reviewed in light of changes in applicable requirements.
· Enhancements/improvements to processes and procedures are suggested from the workforce and management.
· Review evidence demonstrating that senior management communicates the importance of compliance to all employees and fosters a culture of adherence to regulations and standards.
· All staff are aware of their responsibilities and accountabilities for compliance and to follow processes and procedures.



	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	8.2
	The organization shall ensure documented processes are appropriately identified, correctly formatted (e.g., language, software version graphics, paper, electronic), approved and reviewed for suitability and adequacy.
	
	
	
	

	Guidelines
	What to look for

	
	· Availability of documented information (printed or electronic) to interested parties;
· Currency of the documented information
· Assess how the employees access the documents.
· Assess if the documentation is disseminated to the interested parties.
· Assess that employees have access to the documents as per job function.
· Assess how the documents are stored, controlled, and retained.
Check if appropriate staff is aware of the records control processes and procedures.



	
	Present and Suitable
	Operating and Effective

	
	· The processes are identified and clearly documented, cover all applicable requirements.
· There is a statement about the accessibility of the documents and the way they are presented to the employees.
· The documented information is provided in language(s) understandable for the employees. 
· They are easily accessible.
· All relevant documents are uniformed following the same format.
· There is a documented process on distribution, access, retrieval, use, storage, preservation (including the preservation of legibility), version control of the documentation.
· The process is clearly described and addresses the periods of document retention as per the applicable requirements.

  



	· Assess the documented processes are internally coordinated with the Quality manager to ensure compliance with applicable requirements and that documentation keep the same format.
·  Assess how the employees access the documents.
· There is a tendency to continuously improve the way the employees access the documentation.
· All the documentation is periodically reviewed ant the periodicity is clearly specified.
· All the documented processes are internally coordinated with the Quality manager.
· The organization is eager to translate its documentation as per contractors’ needs.
·  Assess if the documentation is disseminated to the interested parties.
· The documentation is proactively reviewed for continuous improvement.
· The documentation, including quality management system related records, are regularly reviewed and updated with appropriate version control in place.
· All activities, documents are appropriately stored and found to be complete and consistent with appropriate data protection and confidentiality control rules.




	Summary
	General Comments

	
	









9.0 [bookmark: _Toc159940715][bookmark: _Toc171585044]Operational Planning and Control
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	9.1


	The Organization shall retain documented information to have confidence the processes have been carried as planned to demonstrate conformity of their products and services

	
	
	
	

	Guidelines
	What to look for

	
	· Documented Processes 
· Accessibility, traceability and availability: 
· Retention of Records 
· Evidence of Conformity with Standards 

	
	Present and Suitable
	Operating and Effective

	
	· The organization has the record-keeping system for storing and accessing the records.

· The documented information must be suitable for its intended purpose. The documentation accurately reflects the processes and activities undertaken by the organization, allowing for effective monitoring and evaluation of conformity.

· Assess if the Organization has a system in place for retaining documented information. This includes storage mechanisms, access controls, and backup procedures to ensure the integrity and availability of records over time.

	· The organization can demonstrate that the documented information is actively used and referenced in the day-to-day operations. The documentation is integrated into the organization's processes, and it is ensured that relevant personnel are aware of its existence and importance of following them.

· The retained documented information effectively demonstrates that processes have been carried out as planned.

· Ensure that the documented information is easily accessible to relevant personnel when needed. Ensure that the documented information aligns with relevant industry standards, regulations, or contractual requirements. 

· Relevant personnel are aware of the documented procedures and importance of following them. 

· Look for evidence within the records that demonstrates conformity of products and services. This could include inspection/audit reports, test results, customer feedback, or any other relevant data points.


	Summary
	General Comments

	
	










10.0 [bookmark: _Toc159940716][bookmark: _Toc171585045]Requirements for Products and Services
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	10.1


	The organization shall ensure it can meet the requirements for products and services. The Organization shall conduct a review before committing to supply products and services and retain documented information as applicable.

	
	
	
	

	Guidelines
	What to look for

	
	· Documented review criteria based on specific requirements, technical specifications, regulatory compliance, and customer expectations
· Mechanisms to capture all relevant statutory, regulatory and/or contractual requirements for products and services
· Mechanism to re-adjust with the amendments/changes to such requirements. 
· Evidence of risk assessment (if applicable)
· Evidence of the product/services conformity reviews


	
	Present and Suitable
	Operating and Effective

	
	· Review the documentation and check if the Organization has documented review criteria that outline what factors are considered during the review process. This could include specific requirements, technical specifications, regulatory compliance, and customer expectations.

· Assess if the Organization has mechanisms in place to capture all relevant statutory, regulatory and/or contractual requirements for products and services and if the system ensures timely re-adjustment with the amendments/changes to such requirements. 
	· Check if the organization conducts assessment of resources, skills, technology and capacity to fulfil statutory, regulatory and contractual demands before committing to supply products and services.

· Check if the Organization conducts a risk assessment before committing to supply products and services and if such risk assessment involves identifying potential risks that could affect the ability to meet statutory, regulatory and contractual requirements. Risk assessment should be followed by implementation of mitigation measures to address them.

· Check if the availability of the necessary resources, including personnel (number and qualification), technology, and infrastructure was evaluated before committing to supply products and services. 

· Check feedback from stakeholders regarding the performance and satisfaction levels related to the products and services provided by the organization.

· Verify if the Organization retains documented information related to the review process. This may include records of review outcomes, decisions made, actions taken, and any relevant communications or agreements with customers.

	Summary
	General Comments

	
	









11.0 [bookmark: _Toc159940717][bookmark: _Toc171585046]Design and Development (If Applicable) 
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	11.0


	If applicable the Organization shall establish, implement, and maintain a design and development process that is appropriate to ensure the subsequent provision of products and services
	
	
	
	

	Guidelines
	What to look for

	
	· Design and development process
· Design and Development requirements  
· Design and Development Inputs.
· Design and Development Controls.
· Design and Development Outputs.
· Change to Design and Development

	
	Present and Suitable
	Operating and Effective

	
	· Have all test criteria been clearly defined?
· Has the certification basis or Industry Standard been stipulated and documented?
· Have the Environmental requirements been included in the design specification?
· Have all the functional and performance requirements been clearly defined?
· Is there an independence verification and validation function in place?
· Is there in place a clear agreement relating to the roles and responsibilities between the Design and Production organisations?
	· Have all the customer design inputs been included (where applicable)? 
· Have all changes to the original design criteria been reviewed and authorised?
· Has data on similar designs been reviewed?
· Has the State Certifying Authority been included at all the relevant stages of the design process?
· Is there in place a process to review and authorise changes to the original design based on in-service experience?
· Have inspection and test schedules been incorporated into the various stages of the process?
· Have stage reviews been incorporated into the design process?
· Has the required certification documentation been issued?
· Does the Design Output meet the design input?
· Has all the Continuing Airworthiness and Operational Data documentation been produced?
· Are all the appropriate records being kept?



12.0 [bookmark: _Toc159940719][bookmark: _Toc171585047]Control of Production and Service Provision (If Applicable)
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	12.1

	The organization must carry out production and service provision under controlled conditions. If applicable, controlled terms must contain the following:
a) the availability of documented information establishing:
1) the characteristics of the products to be produced, the services to be provided or the activities to be carried out; Most of the aviation products have an impact on safety, therefore, this safety impact should be considered as product characteristics in conjunction with existing SMS.
2) the results to be achieved including reaching safety targets;
b) the availability and application of appropriate monitoring and measurement resources (if applicable);
(c) carrying out monitoring and measurement activities at appropriate stages to verify that the criteria for controlling processes or results and the acceptance criteria for products and services have been met;
d) the use of appropriate infrastructure and environment for carrying out processes;
e) the appointment of competent persons, including any necessary qualifications;
f) the validation and regularly repeated validation of the ability to achieve planned results of the production or service provision processes when the resulting result cannot be verified by subsequent monitoring or measurement;
g) the implementation of measures to prevent human error;
h) carrying out releases, delivery activities and post-delivery activities to ensure safe and consistent products.
	
	
	
	

	Guidelines
	What to look for

	
	Look for quality and safety assurance processes with examples as follows:
· Independent verification and validation processes in the management system to ensure, the products (e. g. aircraft, parts) or services (e. g. ATM services, flight trainings, ground handling services) are applied compliant and effective. - reactive
· Operational “safety/quality-nets” to mitigate hazards caused by possible human errors or technical failures (e. g. “4-eyes-principle", avoidance of single points of failures). - proactive
· In case of product or service failures, effective recovery processes to re-establish safe and effective operation (e. g. ERP, BCM) 

	
	Present and Suitable
	Operating and Effective

	
	· Quality and safety assurance processes are defined (P)
· The quality assurance processes cover the full scope of products and services of the organisation and consider the complexity of the respective products and services. (S)


	· The quality and safety assurance processes are applied in the organisation and operating (O).
· [bookmark: _GoBack]The quality and safety assurance processes are operative for a visible timeframe and the results are constantly applied in the organisation.






13.0 [bookmark: _Toc159940712][bookmark: _Toc171585048]Monitoring and Measuring (If Applicable) 
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	13.1


	The organization shall determine a process and provide resources necessary for monitoring and measuring the conformity of its products and services. 

	
	
	
	

	Guidelines
	What to look for

	
	· Monitoring and Measurement Procedure
· Monitoring and Measurement Records
· Evidence that necessary resources are available

	
	Present and Suitable
	Operating and Effective

	
	· Monitoring and measurement process is documented and approved
· Monitoring and Measurement activities are carried out in line with the organizations procedure
· Results of these activities are retained 
· Resources necessary for the monitoring and measurement process are available
· Personnel involved in monitoring and measuring activities are qualified
	· Corrective actions are taken and recorded should monitoring and measurement activities show that products and/or services are not compliant with applicable standards. 
· Results of monitoring and measurements activities are discussed by senior management at planned intervals 
· Availability of necessary resources is reviewed periodically





14.0 [bookmark: _Toc171585049]Calibration (if applicable)
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	14.1

	Measuring equipment shall be calibrated against traceable standards, identified to determine their status, and safeguarded from adjustments, damage, or deterioration.   
	
	
	
	

	Guidelines
	What to look for

	
	· Equipment identification numbers.
· Calibration standards 
· Name/s of manufacturer and model.
· Controlled equipment log.
· Reference standards used.
· Certificates. 
· Calibration reports.
· Details of outsourced calibration facility. 
· Relevant personnel training

	
	Present and Suitable
	Operating and Effective

	
	· Detailed calibration procedure
· Each piece of equipment shall be issued with their own unique identification number.
· Controlled equipment log, including frequency of calibration.
· Calibration certificates. 
· Details of outsourced calibration facility, which must comply with a nationally or internationally recognised calibration standard.
· Internal process for the approval of the calibration provider (if outsourced). 
· Records to evidence the calibration facility has been evaluated as suitable by the organization
· Records are maintained to evidence training has been undertaken by all applicable members of staff
· Equipment used for monitoring and measurement is protected from damage and deterioration during handling, maintenance and storage.
· The equipment is safeguarded from adjustments that would invalidate the measurement result/s.
	· Corrective actions are taken and recorded should monitoring and measurement activities show a process has fallen out of tolerance with the applicable standards.
· Details of the manufacturer and model for each piece of equipment.
· Calibration frequency shall include details of, equipment purpose, manufacturer’s specifications, degree of usage, equipment type, stability, and reliability. 
· Calibration findings, including details of actions taken in case of unsatisfactory results.
· Records detailing where equipment cannot be used if they are not registered and calibrated.



	Summary
	General Comments

	
	











15.0 [bookmark: _Toc159940720][bookmark: _Toc171585050]Performance Evaluation
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	15.1


	The Organization shall determine the processes, products and services, performance of which need to be monitored and evaluated against predefined criteria. The Organization shall retain appropriate documented information as evidence of the results of such evaluation.

	
	
	
	

	Guidelines
	What to look for

	
	· Evaluation Criteria
· Processes, products and services subject to evaluation
· Evaluation procedures
· Qualified personnel involved in evaluation


	
	Present and Suitable
	Operating and Effective

	
	· Performance evaluation procedures are documented and approved
· Evaluation criteria are defined
· Training program is defined for the personnel involved in the evaluation process
· Personnel is qualified to conduct evaluation process
	· Evidence that evaluation is performed periodically
· Review whether any action has been taken when the monitoring of the performance indicates a negative trend
· Evidence that results of quality performance monitoring are discussed for its safety relevance at senior management level 
· Corrective and preventive measures are put as a result of the evaluation outcomes
· Training program is reviewed periodically to remain suitable 
· Training records show that the program is implemented





	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	15.2
	The Organization shall conduct internal audits/compliance monitoring at planned intervals.

	
	
	
	

	Guidelines
	What to look for

	
	· Signed audit program
· Audit reports
· Internal Audit procedure
· Internal Auditors’ training program and qualification requirements, training records


	
	Present and Suitable
	Operating and Effective

	
	· Approved procedure for Internal Audits
· Audit program established and approved
· The organisation has a documented internal audit programme.
· Responsibilities, methods, and timelines for the performance of the audit plan are appropriately defined.
· The quality assurance audit programme covers all applicable regulations and includes details of the schedule of audits. 
· The quality assurance programme adequately covers the external organisations supporting the delivery of services, having a significant contribution to the safety. Qualification requirements and training program is defined. Training program is approved. 
· In case of outsourced auditors are used, there is a process to ensure that they are qualified
· Check if  Quality Audit is a scheduled and a formal review to evaluate compliance with national  quality standards for organizations processes, policies, procedures, and contractual requirements.
· Check  if  Quality audits cover internal operations, and external, contract organizations operations.
· The audit procedure covers the PDCA cycle.  
· Responsibilities, methods, and timelines for the performance of the audit plan are appropriately defined.
· The quality assurance audit programme covers all applicable regulations and includes details of the schedule of audits. 
· The quality assurance programme adequately covers the external organisations supporting the delivery of services, having a significant contribution to the safety.
·  The auditors’ competence is compatible with the audit scope
· The auditors are independent from the audited processes
· Implementation of the corrective actions is monitored
	· Records of Audits demonstrating that the audit program was implemented
· The audits are recurring each year
· Audit results are reported and communicated to responsible persons
· Audit results are followed up (root cause analysis, corrective actions developed, corrective actions implemented, findings closed)
· The quality assurance programme is being followed and regularly reviewed.
· This includes the modification of the programme to address identified nonconformities or organisational and operational changes.
· Quality assurance is independent from operational activities and includes contracted activities
· Internal Auditors are qualified (Training records)
· Check the independence of the auditors
· Check if the audit procedure is followed as described
· Check if the audit plan is followed as agreed.
· Check if the nonconformities are closed as declared.
· Check if the audit results are reported to the Accountable manager.
· The quality assurance programme is being followed and regularly reviewed.
· This includes the modification of the programme to address identified nonconformities or organisational and operational changes.
· Quality assurance is independent from operational activities and includes contracted activities.
· The appropriate actions are taken by the appropriate managers within the agreed timescale.
· Audit reports are submitted to the Accountable Manager
· Sufficient resources are provided to implement preventive and corrective measures.



	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	15.3
	Senior Management shall review the Organizations Quality Management System, at planned intervals, to ensure its continuing suitability, adequacy, effectiveness, and alignment with the strategic direction of the organization. Documented Information shall be retained as evidence of Senior Management Meetings
	
	
	
	

	Guidelines
	What to look for

	
	· Documented management review process
· Evidence of management review meeting(s)



	
	Present and Suitable
	Operating and Effective

	
	· A documented procedure describing the meetings format and periodicity. 
·  The Input to the Quality reviews and the process ere properly described.
·  The output from the Quality (QMS)review process would typically include decisions and actions.
· The Quality meetings that will record the names of all attendees, the minutes of the meeting, a review of all audits/inspections, corrective actions to be implemented and other quality topics that are discussed.
	· There are assigned responsible and time scales to the decisions and actions.
·  Feedback and recommendations for quality system improvement
·  To be effective, a formal Quality review take place on a regular basis or as an emergency meeting if required. 
· Check if the meetings take place at regular intervals as described in the QMS documenation
· Look for Feedback and recommendations for quality system improvement
· Check the Accountable manager actions and decisions for the effectiveness of QMS
· Follow up action from previous management reviews.



	Summary
	General Comments

	
	










16.0 [bookmark: _Toc159940718][bookmark: _Toc171585051]Externally Provided Processes, Products and Services 
	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	16.1


	The Organization shall ensure externally provided processes, products and services conform to requirements. 
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. The organization shall retain documented information of these activities and any necessary actions arising from the evaluations.
	
	
	
	

	Guidelines
	What to look for

	
	· List of subcontracted processes and products affecting safety and quality of operations 
· List of subcontractors 
· Applicable statutory/regulatory requirements identified for each subcontracted process/product 
· Evaluation criteria  defined for each subcontractor 
· Evaluation criteria and compliance with the relevant requirements applied during the selection process (Service level agreements, etc.)
· Quality Assurance Program includes periodic audits of the subcontracted activities/products/processes

	
	Present and Suitable
	Operating and Effective

	
	· List of subcontracted processes and products affecting safety and quality of operations identified
· List of subcontractors defined
· Applicable statutory/regulatory requirements identified for each subcontracted process/product 
· Evaluation criteria defined for each subcontractor defined (Formal contracts, Service level agreements, etc.)
· Quality Assurance Program includes periodic audits of the subcontracted activities/products/processes


	· Evaluation criteria and compliance with the relevant requirements applied during the selection process (Service level agreements, etc.)




	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	16.2
	The Organization shall, 
Ensure that externally provided processes remain within the control of its quality management system.
Define both the controls that it intends to apply to an external provider and those it intends to apply to the resulting output.
Take into consideration:
1) the potential impact of the externally provided processes, products, and services on the 
organization’s ability to consistently meet customer and applicable statutory and regulatory requirements.
2) the effectiveness of the controls applied by the external provider.
Determine the verification, or other activities, necessary to ensure that the externally provided, processes, products, and services meet requirements.
	
	
	
	

	Guidelines
	What to look for

	
	· Quality Assurance Program for external providers 
· Audit Records for subcontractors
· Corrective action plans and their implementation
· Enforcement measures

	
	Present and Suitable
	Operating and Effective

	
	· Quality Assurance Program includes periodic audits of the subcontracted activities/products/processes
· Audit Records demonstrating that quality assurance program for subcontractors is implemented (Audit checklists, reports)
· Corrective actions are monitored and closed in a timely manner
	· In case of nonconformities against selection criteria, contractual, statutory, and regulatory requirements are not addressed by the subcontractor, relevant measures are taken by the organization.




	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	16.3
	The Organization shall communicate to external providers it’s requirements for, the process, products and services to be provided, the approval of products and services, methods, processes and equipment and the release of products and services, the required competences including any required qualifications, the external providers interactions with the organisation, control and monitoring of the external providers performance to tb applied by the organization, and the verification or validation activities that the organization, intends to perform at the external providers premises.
	
	
	
	

	Guidelines
	What to look for

	
	· Service level agreement
· Qualification requirements of the operational personnel delivering services/products
· Evidence of subcontractor personnel qualification  
· Subcontractor audit scope includes training
· Audits include inspections of the actual provision of services/production.

	
	Present and Suitable
	Operating and Effective

	
	· Service level agreement defines qualification requirements of the personnel delivering product/service
· Training records demonstrate that the personnel of the subcontractor involved in the delivery of products/services are familiar with the contractual requirements and operating procedures of the organization
· Audit scope includes review of the training records of the subcontractor personnel involved in the delivery of products and services
· Audit scope includes inspections of the production/service provision activities.

	· Audit Records demonstrating that quality assurance program for subcontractors is implemented (Audit checklists, reports, corrective actions are monitored and closed in a timely manner)
· In case of nonconformities against selection criteria, contractual, statutory, and regulatory requirements are not addressed by the subcontractor, relevant measures are taken by the organization.



	Summary
	General Comments

	
	









17.0 [bookmark: _Toc159940721][bookmark: _Toc171585052]Improvement

	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	16.1


	When a nonconformity occurs, including any arising from complaints, the Organization shall react to the nonconformity, take action to control it, correct it, deal with the consequences,
	
	
	
	

	Guidelines
	What to look for

	
	
· Root cause analyses methodology
· Record of non-conformities
· Corrective Actions plan
· Evidence of implementation


	
	Present and Suitable
	Operating and Effective

	
	· Documented root cause analysis methodology used for  evaluating the need for action to eliminate the cause(s) of the nonconformity, to ensure it does not recur or occur elsewhere, determining the causes of the nonconformity, determining if similar nonconformities exist, or could potentially occur elsewhere.

	· Implemented corrective actions 
·  review the effectiveness of any corrective action taken, 
· check if the risks and opportunities are updated during planning, 
· check, if changes are made to the quality management system, if necessary.
· Check if the corrective actions are appropriate and address the nonconformities encountered.
· documented information as evidence of the nature of the nonconformities and any subsequent actions taken and the results of any corrective action



	Assessment
	Indicators of compliance and performance
	P&S
	O&E
	How it is achieved
	Comments

	
	16.3
	The Organization shall continually improve the suitability, adequacy, and effectiveness of the Quality Management System.

	
	
	
	

	Guidelines
	What to look for

	
	· Continuous improvement procedure
· Evidence of implementation of the Continuous Improvement Procedure


	
	Present and Suitable
	Operating and Effective

	
	· Procedure is established and is adequate to the size and nature of the operations conducted by the organization
· Roles and responsibilities are identified, disseminated and understood
· Continuous improvement output is integrated into QMS processes  
	· Evidence of process implementation and effectiveness



	Summary
	General Comments
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