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	Audit Date
	
	Auditor
	



	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 6.3
	Infrastructure
The organization shall document the requirements for the infrastructure needed to achieve conformity to product requirements, prevent product mix-up and ensure orderly handling of product. 
Infrastructure includes, as appropriate: 
a) buildings, workspace and associated utilities; 
b) process equipment (both hardware and software); 
c) supporting services (such as transport, communication, or information systems). 
The organization shall document requirements for the maintenance activities, including the interval of performing the maintenance activities, when such maintenance activities, or lack thereof, can affect product quality. As appropriate, the requirements shall apply to equipment used in production, the control of the work environment and monitoring and measurement. 
Records of such maintenance shall be maintained
	

	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 6.4.2
	Contamination control
As appropriate, the organization shall plan and document arrangements for the control of contaminated or potentially contaminated product in order to prevent contamination of the work environment, personnel, or product. 
For sterile medical devices, the organization shall document requirements for control of contamination with microorganisms or particulate matter and maintain the required cleanliness during assembly or packaging processes.
	

	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.
	


	Do HSE Audit, Audit No 19.
Send out HSE Personnel Questionnaire, and the HSE DSE Personnel Questionnaire and reissue message of the day reminding users all HSE Documents are available in Intrastats.


	
	QUESTION:
	RESPONSE:
	Y/N

	1
	Review Last years Audit. Update processes if required. 

Are all follow on Issue resolved satisfactory.


	
	

	2
	Check that personnel are aware of the company’s H & S policy.
	
	

	3
	Is the policy readily accessible?
	Intrastats
	N/A

	4
	Check that new personnel have undergone induction checklist.
	
	

	5
	Verify that existing personnel are still aware of locations for First aid and Fire extinguishers & exit routes. Task 12.
	
	

	6
	Check that documentation, data sheets and specs etc. for our new products / services equipment are reviewed for H & S implications.

This relates to Medical Products only. See Technical controller for the list.
	See Technical controller for the list
	

	7
	Check that personnel know where to retrieve information from the company manual.
	Intrastats
	N/A

	8
	Check that the First aid accident book is reviewed and any action required is taken and recorded. Task 287.
	
	

	9
	Verify that risk assessments are being carried out in a timely manner. Task 12.
	Intrastats
	N/A

	10
	Check that the Risk Assessment / Health and Safety report produced, detail all corrective actions required. Task 12.
	Audit 13
	

	11
	Verify that the corrective actions are completed on time.


	
	

	12
	Verify that these sheets are filed accordingly
	Intrastats and Audit file
	

	13
	Verify that any hazardous products are safely contained in storage. Check Chemicals cupboard, R+D room and workshop.
 
	
	


Sub Processes Linked to Audit 

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