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	· PRI Registrar provides this self-assessment checklist as a potential internal audit tool AS9100:2016 to help assure conformity to the standard.
· All documents / records / procedures referenced below should be easily available for review for your auditor.
· The content may be used for training internal auditors or for other internal awareness/requirement training.



	#
	AS9100:2016 Mandatory Requirements
	Objective Evidence References 
	Conforms

	
	Sections are paraphrased. Refer to specific document for detail.
	
	Yes
	No



	#
	AS9100:2016 Mandatory Requirements
	Objective Evidence References 
	Conforms

	
	Sections are paraphrased. Refer to specific document for detail.
	
	Yes
	No




	4.1
	Is there objective evidence that the organization has determined and is monitoring information regarding its context, both internally and externally?
	
	
	

	4.2
	Has the organization determined its interested parties and their requirements, and is it monitoring and reviewing their needs and expectations? 
	
	
	

	4.3
	· Is there a documented scope of the quality management system? 
· Does it address the requirements from 4.1 and 4.2? 
· Does it adequately justify any standard requirements that are deemed not applicable to the company?
NOTE: The management system scope document is not the same as the scope of certification.
	
	
	

	4.4
	· Has the AS 9001:2016 Matrix been completed? 
· Do the client-identified processes satisfy all elements of AS 9100:2016? 
· How are risks and opportunities considered, and what plans have been made to address them?
· Has the organization established and maintained documented information that includes: 
− a general description of relevant interested parties; 
− the scope of the quality management system, including boundaries and applicability; 
− a description of the processes needed for the quality management system and their application throughout the organization; 
− the sequence and interaction of these processes; 
− assignment of the responsibilities and authorities for these processes. 
NOTE: The above description of the quality management system can be compiled into a single source of documented information and referred to as a quality manual.

	
	
	

	5.1
	Please list evidence that Leadership has taken accountability for the effectiveness of the quality system and has integrated the quality management system with the company business processes.
	
	
	

	5.1
	How does Leadership assure awareness that the process approach is achieved?
	
	
	

	5.1
	What evidence is there that leadership supports other relevant management roles to demonstrate leadership in their areas of responsibility?
	
	
	

	5.1.2
	What evidence exists that leadership has ensured that the risks and opportunities that can affect conformity of products and services and the ability to enhance customer satisfaction are determined and addressed?

	
	
	

	5.1.2d
	What evidence exists that product and service conformity and on-time delivery performance are measured and appropriate action is taken if planned results are not, or will not be, achieved?
	
	
	

	5.3
	· Has Top Management appointed a specific member of the organization’s management, identified as the management representative, who shall have the responsibility and authority for oversight of the requirements below?
· Does the management representative have the organizational freedom and unrestricted access to top management to resolve quality management issues? NOTE: The responsibility of a management representative can include liaison with external parties on matters relating to the quality management system.
· ensuring that the quality management system conforms to the requirements of this International Standard;
· ensuring that the processes are delivering their intended outputs;
· reporting on the performance of the quality management system and on opportunities for improvement (see 10.1), in particular to top management;
· ensuring the promotion of customer focus throughout the organization;
· ensuring that the integrity of the quality management system is maintained when changes to the quality management system are planned and implemented.
	
	
	

	6.1.1
	What evidence exists that when planning for the quality management system, the organization has considered 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?

(Clarification from section A-4:  Although -6.1. specifies that the organization shall plan actions to address risks, there is no requirement for formal methods for risk management or a documented risk management process. Organizations can decide whether or not to develop a more extensive risk management methodology than is required by this International Standard, e.g. through the application of other guidance or standards.
Not all the processes of a quality management system represent the same level of risk in terms of the organization's ability to meet its objectives, and the effects of uncertainty are not the same for all organizations. Under the requirements of .6.1, the organization is responsible for its application of risk based thinking and the actions it takes to address risk, including whether or not to retain documented information as evidence of its determination of risks.)
	
	
	

	7.1.4
	What evidence exists that the organization determines, provides and maintains the environment necessary for the operation of its processes and to achieve conformity of products and services?

(NOTE A suitable environment can be a combination of human and physical factors, such as:
a) social (e.g. non-discriminatory, calm, non-confrontational);
b) psychological (e.g. stress-reducing, burnout prevention, emotionally protective);
c) physical (e.g. temperature, heat, humidity, light, airflow, hygiene, noise).
These factors can differ substantially depending on the products and services provided.)
	





	
	

	7.1.6
	What evidence shows that the organization identifies, maintains and adjusts / acquires new knowledge as necessary for the operation of its processes and to achieve conformity of products and services?
	
	
	

	7.3
	Awareness:
What evidence shows that persons doing work are aware of:
· Their contribution to the effectiveness of the quality management system, including the benefits of improved performance;
· The implications of not conforming with the quality management system requirements.
· Their contribution to product safety
· The importance of ethical behavior
	
	
	

	7.5.2
	What evidence exists that the organization has considered the format and media for its documented information?
	
	
	

	7.5.3.2
	When documented information is managed electronically, are data protection processes defined (e.g., protection from loss, unauthorized changes, unintended alteration, corruption, physical damage)?
	
	
	

	8.1
	Have resources been determined to meet on time delivery of products or services?
	
	
	

	8.1
	What controls prevent the delivery of nonconforming products and services to the customer?
	
	
	

	8.1
	How are processes and controls needed to manage critical items determined?
	
	
	

	8.1
	How is the delivery of nonconforming products and services to the customer prevented?
	
	
	

	8.1
	What process is implemented with how work is transfered so that impacts and risks are  managed?

	
	
	

	8.1
	Provide evidence as to the application of risk management throughout the operational planning process.

	
	
	

	8.1.1
	What evidence exists that the organization plans, implements, and controls a process for managing operational risks to the achievement of applicable requirements, which includes as appropriate to the organization and the products and services:
a. assignment of responsibilities for operational risk management;
b. definition of risk assessment criteria (e.g., likelihood, consequences, risk acceptance);
c. identification, assessment, and communication of risks throughout operations;
d. identification, implementation, and management of actions to mitigate risks that exceed the defined risk acceptance criteria;
e. acceptance of risks remaining after implementation of mitigating actions?
	
	
	

	8.1.2
	How does the organization plan, implement, and control a process for configuration management as appropriate to the organization and its products and services in order to ensure the identification and control of physical and functional attributes throughout the product lifecycle? This process shall:
a. control product identity and traceability to requirements, including the implementation of identified changes;
b. ensure that the documented information (e.g., requirements, design, verification, validation and acceptance documentation) is consistent with the actual attributes of the products and services.
	
	
	

	8.1.3
	How are processes needed to assure product safety during the entire product life cycle, as appropriate to the organization and the product controlled?
	
	
	

	8.1.4
	What evidence of processes for the prevention of counterfeit or suspect counterfeit part use and their inclusion in product(s) delivered to the customer is available? 
	
	
	

	8.2.2
	Provide evidence that shows operational risks (e.g., new technology, ability and capacity to provide, short delivery time frame) are identified during contract review. 
	
	
	

	8.3.2
	What evidence exists that in determining the stages and controls of design and development, that consideration has been given to the nature, duration and complexity of the activities, the need to control interfaces between individuals and parties involved and the need for involvement of customer and user groups?
	
	
	

	8.3.3
	Among design inputs, what evidence exists that determinations have been made regarding 
· standards or codes of practice that the organization has committed to implement and
·  the potential consequences of failure due to the nature of the products and services and, when applicable,
· The potential consequences of obsolescence (e.g., materials, processes, components, equipment, products?
 
	
	
	

	8.3.4
	What evidence exists that participants in design and development reviews shall include representatives of functions concerned with the design and development stage(s) being reviewed?
	
	
	

	8.3.4.1
	
What evidence exists that for tests necessary for design verification and validation, monitoring and measuring devices used for testing are properly controlled per paragraph 7.1.5?

	
	
	

	8.3.5
	What evidence exists that the organization has ensured that outputs of the design and development process
· are adequate for the subsequent processes for the provision of products and services, 
· include or reference monitoring and measuring requirements and, as appropriate, acceptance criteria
· specify the characteristics of products or services that are essential for their intended purpose and their safe and proper provision?
	
	
	

	8.3.6
	What evidence exists that design and development changes, made during or subsequent to the design, are identified, reviewed and controlled and include actions taken to prevent adverse impacts on conformity to requirements?

	
	
	

	8.3.6
	What is the process with criteria for notifying customers, about design changes prior to implementation that affect customer requirements?
	
	
	

	8.4.1
	What evidence exists that the organization has determined the controls to be applied to externally provided processes, products and services when products and services from external providers are intended for incorporation into the organization's own products and services; products and services are provided directly to the customer(s) by external providers on behalf of the organization or a process, or part of a process, is provided by an external provider as a result of a decision by the organization?

	
	
	

	8.4.1
	What evidence exists to ensure external providers apply appropriate controls to their direct and sub-tier external providers, to ensure that requirements are met?
	
	
	

	8.4.1.1
	What evidence exists regarding external suppliers that the organization
· has defined the process, responsibilities, and authority for the approval status decision, changes of the approval status, and conditions for a controlled use of external providers depending on their approval status
· periodically review external provider performance including process, product and service conformity, and on-time delivery performance
· define the necessary actions to take when dealing with external providers that do not meet requirement
· define the requirements for controlling documented information created by and/or retained by external providers?
	
	
	

	8.4.2
	What evidence exists that the organization
· ensures that externally provided processes, products and services do not adversely affect the organization's ability to consistently deliver conforming products and services to its customers, 
· ensures that externally provided processes remain within the control of its quality management system; 
· has defined both the controls that it intends to apply to an external provider and those it intends to apply to the resulting output,  
· has taken the following into consideration: 
· 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
· the effectiveness of the controls applied by the external provider and
· the results of the periodic review of external provider performance (8.4.1.1c)?
	
	
	

	8.4.2
	What evidence exists that the organization has determined 
· the verification or other activities necessary to ensure that the externally provided products, processes and services meet requirements and
· that verification activities of externally provided processes, products, and services that are performed according to the risks identified by the organization, including inspection or periodic testing, as applicable, when there is high risk of nonconformities including counterfeit parts?
	
	
	

	8.4.2
	What evidence exist that the organization 
· periodically monitors external provider delegated verification activities and
· has implemented a process when external provider test reports are utilized to verify externally provided products, to evaluate the data in the test reports to confirm that the product meets requirements 
· validates the accuracy of test reports when a customer or organization has identified raw material as a significant operational risk (e.g., critical items)?
	
	
	

	8.4.3
	What evidence exists that the organization has communicated to external providers its requirements for
· the approval of products or services
· the release of products and services
· the external providers’ interactions with the organization;
· control and monitoring of the external providers’ performance to be applied by the organization;
· verification or validation activities that the organization, or its customer, intends to perform at the external providers’ premises;
· use customer-designated or approved external providers, including process sources (e.g., special processes);
· prevent the use of counterfeit parts (see 8.1.4);
· retain documented information, including retention periods and disposition requirements; and
· ensuring that persons are aware of:
−    their contribution to product or service conformity;
−    their contribution to product safety;
−    the importance of ethical behavior?
	
	
	

	8.5.1
	What evidence exists that controlled conditions of production and service include 
· the results to be achieved 
· ensuring that documented information for monitoring and measurement activity for product acceptance includes:
− criteria for acceptance and rejection;
− where in the sequence verification operations are to be performed;
− measurement results to be retained (at a minimum an indication of acceptance or rejection);
− any specific monitoring and measurement equipment required and instructions associated with their use;
· ensuring that when sampling is used as a means of product acceptance, the sampling plan is justified on the basis of recognized statistical principles and appropriate for use (i.e., matching the sampling plan to the criticality of the product and to the process capability).
· The appointment of competent persons including any required qualification
· the implementation of actions to prevent human error
· the identification and recording of products released for subsequent production use pending completion of all required measuring and monitoring activities, to allow recall and replacement if it is later found that the product does not meet requirements?                                              
	
	
	

	8.5.1.2
	Is there evidence for processes where the resulting output cannot be verified by subsequent monitoring or measurement, the organization shall establish arrangements for these processes including, as applicable: 
· determination of conditions to maintain the approval;  
· approval of facilities and
· use of specific methods and procedures for implementation and monitoring the processes?
	
	
	

	8.5.1.3
	Is there evidence that the organization has implemented production process verification activities to ensure the production process is able to produce products that meet requirements and retains documented information on the results of production process verifications?
	
	
	

	8.5.2
	· What are the suitable means that the organization uses to identify outputs when it is necessary to ensure the conformity of products and services? 
· How does the organization identify the status of outputs with respect to monitoring and measurement requirements throughout production and service provision?
· How does the organization control the unique identification of the outputs when traceability is a requirement, and retain the documented information necessary to enable traceability?
	
	
	

	8.5.3
	What evidence exists that 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?
	
	
	

	8.5.5
	What evidence exists that in determining the extent of post-delivery activities, the organization has considered 
 - statutory and regulatory requirements;
 - the potential undesired consequences associated with its products and services;
 - the nature, use, and intended lifetime of its products and services;
 - customer requirements;
 - customer feedback;
 - collection and analysis of in-service data (e.g., performance, reliability, lessons learned);
 - control, updating, and provision of technical documentation relating to product use, maintenance, repair, and overhaul;
 -  controls required for work undertaken external to the organization (e.g., off-site work);
 - product/customer support (e.g., queries, training, warranties, maintenance, replacement parts, resources, obsolescence).
 - if problems are detected after delivery, what actions will be taken including investigation and reporting?
	
	
	

	8.5.6
	What evidence exists that the organization retains documented information describing the results of the review of changes for the production and service provision, the person(s) authorizing the change, and any necessary actions arising from the review?
	
	
	

	8.6
	· What evidence exists of retained documented information on the release of products or services including evidence of conformity with the acceptance criteria as well as traceability to the person(s) authorizing release?  
· When required to demonstrate product qualification, how does retained documented information provide evidence that the products and services meet the defined requirements?  
· How does the organization ensure that all documented information required to accompany the products and services are present at delivery?
	
	
	

	8.7.1
	· What evidence exists that the organization is prepared to deal with nonconforming outputs in one or more of the following ways:  correction, segregation, containment, return or suspension of provision of products and services, informing the customer, or obtaining authorization for acceptance under concession by a relevant authority or customer?
· How are counterfeit, or suspect counterfeit, parts controlled to prevent reentry into the supply chain?
	
	
	

	8.7.2
	Is there documented information of nonconforming outputs that describe the nonconformity, the actions taken, and concessions obtained and identifies the authority deciding the action in respect of the nonconformity?
	
	
	

	9.1.1
	Is there evidence that the organization evaluates the performance and the effectiveness of the quality management system and retains appropriate documented information as evidence of the results?
	
	
	

	9.1.3
	What evidence exists that results of analysis are 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 implemented effectively;
e) The effectiveness of actions taken to address risks and opportunities;
f) The performance of external providers;
g) The need for improvements to the quality management system?
	
	
	

	9.2.2
	What evidence exists that internal audit results are reported to relevant management?
	
	
	

	9.3.1
	What evidence exists that management reviews to ensure alignment with the strategic direction of the organization?
	
	
	

	9.3.2
	Do management review inputs include:
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 performance and effectiveness of the quality management system, including trends in:
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;
8) on-time delivery performance;
d) the adequacy of resources;
e) the effectiveness of actions taken to address risks and opportunities;
f) opportunities for improvement?
	
	
	

	9.3.3
	Is there evidence that management review outputs include decisions and actions related to risks identified?
	
	
	

	10.2.1
	What evidence exists that details the reaction to an uncorrected nonconformity as dealing with the consequences?

	
	
	

	10.2.1
	When evaluating the need for action to eliminate the cause(s) of the nonconformity, in order that it does not recur or occur elsewhere, provided evidence to show that the evaluations include those related to human factors?
	
	
	

	10.2.1
	What evidence exists that in response to a nonconformity, the organization updates risks and opportunities determined during planning, if necessary; and makes changes to the quality management system, if necessary?
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