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

	Viamed Ltd ISO13485:2016 5.5.1
	Responsibility and authority
Top management shall ensure that responsibilities and authorities are defined, documented and communicated within the organization. 
Top management shall document the interrelation of all personnel who manage, perform and verify work affecting quality and shall ensure the independence and authority necessary to perform these tasks.
	

	Viamed Ltd ISO13485:2016 6.2
	Human resources
Personnel performing work affecting product quality shall be competent on the basis of appropriate education, training, skills and experience. 
The organization shall document the process(es) for establishing competence, providing needed training, and ensuring awareness of personnel. 
The organization shall: 
a) determine the necessary competence for personnel performing work affecting product quality; 
b) provide training or take other actions to achieve or maintain the necessary competence; 
c) evaluate the effectiveness of the actions taken; 
d) ensure that its personnel are aware of the relevance and importance of their activities and how they contribute to the achievement of the quality objectives; 
e) maintain appropriate records of education, training, skills and experience (see 4.2.5). 
NOTE The methodology used to check effectiveness is proportionate to the risk associated with the work for which the training or other action is being provided.
	

	Viamed Ltd ISO13485:2016 6.4.1
	Work environment
The organization shall document the requirements for the work environment needed to achieve conformity to product requirements. 
If the conditions for the work environment can have an adverse effect on product quality, the organization shall document the requirements for the work environment and the procedures to monitor and control the work environment. 
The organization shall: 
a) document requirements for health, cleanliness and clothing of personnel if contact between such personnel and the product or work environment could affect medical device safety or performance; 
b) ensure that all personnel who are required to work temporarily under special environmental conditions within the work environment are competent or supervised by a competent person. 
NOTE Further information can be found in ISO 14644 and ISO 14698
	

	Viamed Ltd ISO13485:2016 7.3.2
	Design and development planning
The organization shall plan and control the design and development of product. As appropriate, design and development planning documents shall be maintained and updated as the design and development progresses. 
During design and development planning, the organization shall document: 
a) the design and development stages; 
b) the review(s) needed at each design and development stage; 
c) the verification, validation, and design transfer activities that are appropriate at each design and development stage; 
d) the responsibilities and authorities for design and development; 
e) the methods to ensure traceability of design and development outputs to design and development inputs; 
f) the resources needed including necessary competence of personnel
	

	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 established 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.
	


	
	Question
	Response/Answer 
	Y/N

	1
	Review Last years Audit

Are all follow on Issue resolved satisfactory?


	
	

	2
	Each new employee must have the Induction recorded on there own training record. 

Check any staff that have been employed since the last Audit. 


	
	

	3
	The requirement for every member of staff to re-evaluate there own training record is automatically generated as an Issue in Intrastats annually. Check Task ID 314. 


	
	

	4
	Review the last Management meeting for review of capability/ competence of staff. 


	
	

	5
	Review the last Management meeting for the identification of training is discussed at management meetings.


	
	

	6
	Check any actions or follow ups are completed in a timely manner. 


	
	

	7
	Training records are now held electronically. Task IDs 316 and 303. Check the tasks are carried out in a timely manner. 


	
	

	8
	Are arrangements for training personnel satisfactory.
Check courses over last year.


	
	

	9
	Check that personnel have updated their training records with any in-house training undertaken. Check recent training that has been carried out, is present on the training record.  


	
	


Sub Processes Linked to Audit 08

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