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	Company  / ISO Section
	Criteria of ISO Section
	 Auditor Comments / Issues

	Viamed Ltd ISO13485:2016 4.1.1
	Quality management system
The organization shall document a quality management system and maintain its effectiveness in accordance with the requirements of this International Standard and applicable regulatory requirements. 
The organization shall establish, implement and maintain any requirement, procedure, activity or arrangement required to be documented by this International Standard or applicable regulatory 
requirements. 
The organization shall document the role(s) undertaken by the organization under the applicable regulatory requirements. 
NOTE Roles undertaken by the organization can include manufacturer, authorized representative, importer or distributor.
	

	Viamed Ltd ISO13485:2016 4.1.3
	Quality management system
For each quality management system process, the organization shall: 
a) determine criteria and methods needed to ensure that both the operation and control of these processes are effective; 
b) ensure the availability of resources and information necessary to support the operation and monitoring of these processes; 
c) implement actions necessary to achieve planned results and maintain the effectiveness of these processes; 
d) monitor, measure as appropriate, and analyse these processes; 
e) establish and maintain records needed to demonstrate conformance to this International Standard and compliance with applicable regulatory requirements (see 4.2.5).
	

	Viamed Ltd ISO13485:2016 4.1.4
	Quality management system
For each quality management system process, the organization shall: 
The organization shall manage these quality management system processes in accordance with the requirements of this International Standard and applicable regulatory requirements. Changes to be 
made to these processes shall be: 
a) evaluated for their impact on the quality management system; 
b) evaluated for their impact on the medical devices produced under this quality management system.
c) controlled in accordance with the requirements of this International Standard and applicable regulatory requirements.
	

	Viamed Ltd ISO13485:2016 5.1
	Management commitment
Top management shall provide evidence of its commitment to the development and implementation of the quality management system and maintenance of its effectiveness by: 
a) communicating to the organization the importance of meeting customer as well as applicable regulatory requirements; 
b) establishing the quality policy; 
c) ensuring that quality objectives are established; 
d) conducting management reviews; 
e) ensuring the availability of resources.
	

	Viamed Ltd ISO13485:2016 5.3
	Quality policy
Top management shall ensure that the quality policy: 
a) is applicable to the purpose of the organization; 
b) includes a commitment to comply with requirements and to maintain the effectiveness of the quality management system; 
c) provides a framework for establishing and reviewing quality objectives; 
d) is communicated and understood within the organization; 
e) is reviewed for continuing suitability.
	

	Viamed Ltd ISO13485:2016 5.6.1
	General
The organization shall document procedures for management review. Top management shall review the organization’s quality management system at documented planned intervals to ensure its continuing suitability, adequacy, and effectiveness. The review shall include assessing opportunities for improvement and the need for changes to the quality management system, including the quality policy 
and quality objectives. 
Records from management reviews shall be maintained.
	

	Viamed Ltd ISO13485:2016 5.6.2 Review input
	General
The input to management review shall include, but is not limited to, information arising from: 
a) feedback; 
b) complaint handling; 
c) reporting to regulatory authorities; 
d) audits; 
e) monitoring and measurement of processes; 
f) monitoring and measurement of product; 
g) corrective action; 
h) preventive action; 
i) follow-up actions from previous management reviews; 
j) changes that could affect the quality management system; 
k) recommendations for improvement; 
l) applicable new or revised regulatory requirements.
	

	Viamed Ltd ISO13485:2016 5.6.3
	Review output
The output from management review shall be recorded (see 4.2.5) and include the input reviewed and any decisions and actions related to: 
a) improvement needed to maintain the suitability, adequacy, and effectiveness of the quality 
management system and its processes; 
b) improvement of product related to customer requirements; 
c) changes needed to respond to applicable new or revised regulatory requirements; 
d) resource needs.
	

	Viamed Ltd ISO13485:2016 8.2.4
	Internal audit
The organization shall conduct internal audits at planned intervals to determine whether the quality management system: 
a) conforms to planned and documented arrangements, requirements of this International Standard, 
quality management system requirements esablished by the organization, and applicable 
regulatory requirements; 
b) is effectively implemented and maintained. 
The organization shall document a procedure to describe the responsibilities and requirements for planning and conducting audits and recording and reporting audit results. 
An audit program shall be planned, taking into consideration the status and importance of the processes and area to be audited, as well as the results of previous audits. The audit criteria, scope, interval and 
methods shall be defined and recorded (see 4.2.5). The selection of auditors and conduct of audits shall ensure objectivity and impartiality of the audit process. Auditors shall not audit their own work. 
Records of the audits and their results, including identification of the processes and areas audited and the conclusions, shall be maintained (see 4.2.5). 
The management responsible for the area being audited shall ensure that any necessary corrections and corrective actions are taken without undue delay to eliminate detected nonconformities and their causes. Follow-up activities shall include the verification of the actions taken and the reporting of verification results. 
NOTE Further information can be found in ISO 19011.
	

	Viamed Ltd ISO13485:2016 8.5.1
	General
The organization shall identify and implement any changes necessary to ensure and maintain the continued suitability, adequacy and effectiveness of the quality management system as well as medical device safety and performance through the use of the quality policy, quality objectives, audit results, postmarket surveillance, analysis of data, corrective actions, preventive actions and management review.
	


	
	Question
	Response
	Y/N

	1
	Review Last years Audit. Update processes if required. 

Are all follow on Issue resolved satisfactory.


	
	

	2
	Check the Review is carried out in a timely manner. Task 746 and Task 1094.

Meeting Minutes should be attached to latest Issue.


	
	

	3
	Verify that all relevant persons were present. See minutes at the bottom.


	
	

	4
	Check that the review was carried out to the preset agenda. As per VOP 13.


	
	

	5
	Is this agenda adequate?
Look at any other business, do any other sections need to be added? 

List and issue any needed. 


	
	

	6
	Check that an action plan is generated from the review.

Check Section – Recommendations or improvement,

and if there any further linked issues to the primary issue.


	
	

	7
	Check that actions are completed in a timely manner.


	
	

	8
	Are minutes retained from the review?

Are the minutes attached to the issue


	
	

	9
	Can these minutes be accessed readily?


	
	


Sub Processes Linked to Audit 18
Review the below processes tasks and audits and ensure they are completed in a timely manner.
List Processes Per Title
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