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Documentation control is being moved from a paper system to Intrastats

Many of the questions asked are now superfluous as the checks are carried out automatically, and recorded automatically. The hard copies are being replaced and Archived.


	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 4.1.6
	Quality management system
For each quality management system process, the organization shall: 
The organization shall document procedures for the validation of the application of computer software used in the quality management system. Such software applications shall be validated prior to initial use and, as appropriate, after changes to such software or its application. 
The specific approach and activities associated with software validation and revalidation shall be proportionate to the risk associated with the use of the software. 
Records of such activities shall be maintained (see 4.2.5).
	

	Viamed Ltd ISO13485:2016 4.2
	Documentation requirements
	

	Viamed Ltd ISO13485:2016 4.2.1 General
	Documentation requirements
The quality management system documentation (see 4.2.4) shall include: 
a) documented statements of a quality policy and quality objectives; 
b) a quality manual; 
c) documented procedures and records required by this International Standard; 
d) documents, including records, determined by the organization to be necessary to ensure the effective planning, operation, and control of its processes; 
e) other documentation specified by applicable regulatory requirements.
	

	Viamed Ltd ISO13485:2016 4.2.2 Quality manual
	Documentation requirements
The organization shall document a quality manual that includes: 
a) the scope of the quality management system, including details of and justification for any exclusion or non-application; 
b) the documented procedures for the quality management system, or reference to them; 
c) a description of the interaction between the processes of the quality management system. 
The quality manual shall outline the structure of the documentation used in the quality management system.
	

	Viamed Ltd ISO13485:2016 4.2.4 Control of documents
	Documentation requirements
Documents required by the quality management system shall be controlled. Records are a special type of document and shall be controlled according to the requirements given in 4.2.5. 
A documented procedure shall define the controls needed to: 
a) review and approve documents for adequacy prior to issue; 
b) review, update as necessary and re-approve documents; 
c) ensure that the current revision status of and changes to documents are identified; 
d) ensure that relevant versions of applicable documents are available at points of use; 
e) ensure that documents remain legible and readily identifiable; 
f) ensure that documents of external origin, determined by the organization to be necessary for the planning and operation of the quality management system, are identified and their distribution controlled; 
g) prevent deterioration or loss of documents; 
h) prevent the unintended use of obsolete documents and apply suitable identification to them. 
The organization shall ensure that changes to documents are reviewed and approved either by the original approving function or another designated function that has access to pertinent background information upon which to base its decisions. The organization shall define the period for which at least one copy of obsolete documents shall be retained. This period shall ensure that documents to which medical devices have been manufactured and tested are available for at least the lifetime of the medical device as defined by the organization, but not less than the retention period of any resulting record (see 4.2.5), or as specified by applicable
	

	Viamed Ltd ISO13485:2016 4.2.5 Control of records
	Documentation requirements
Records shall be maintained to provide evidence of conformity to requirements and of the effective operation of the quality management system. 
The organization shall document procedures to define the controls needed for the identification, storage, security and integrity, retrieval, retention time and disposition of records. 
The organization shall define and implement methods for protecting confidential health information contained in records in accordance with the applicable regulatory requirements. 
Records shall remain legible, readily identifiable and retrievable. Changes to a record shall remain identifiable. 
The organization shall retain the records for at least the lifetime of the medical device as defined by the organization, or as specified by applicable regulatory requirements, but not less than two years from 
the medical device release by the organization.
	

	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 7.1
	Planning of product realization 
The organization shall plan and develop the processes needed for product realization. Planning of product realization shall be consistent with the requirements of the other processes of the quality management system. 
The organization shall document one or more processes for risk management in product realization. 
Records of risk management activities shall be maintained (see 4.2.5). 
In planning product realization, the organization shall determine the following, as appropriate: 
a) quality objectives and requirements for the product; 
b) the need to establish processes and documents (see 4.2.4) and to provide resources specific to the product, including infrastructure and work environment; 
c) required verification, validation, monitoring, measurement, inspection and test, handling, 
storage, distribution and traceability activities specific to the product together with the criteria for product acceptance; 
d) records needed to provide evidence that the realization processes and resulting product meet requirements (see 4.2.5). The output of this planning shall be documented in a form suitable for the organization’s method of operations. 
NOTE Further information can be found in ISO 14971.
	

	Viamed Ltd ISO13485:2016 7.2.2
	Review of requirements related to product
The organization shall review the requirements related to product. This review shall be conducted prior to the organization’s commitment to supply product to the customer (e.g. submission of tenders, acceptance of contracts or orders, acceptance of changes to contracts or orders) and shall ensure that: 
a) product requirements are defined and documented; 
b) contract or order requirements differing from those previously expressed are resolved; 
c) applicable regulatory requirements are met; 
d) any user training identified in accordance with 7.2.1 is available or planned to be available; 
e) the organization has the ability to meet the defined requirements. 
Records of the results of the review and actions arising from the review shall be maintained (see 4.2.5). 
When the customer provides no documented statement of requirement, the customer requirements shall be confirmed by the organization before acceptance. 
When product requirements are changed, the organization shall ensure that relevant documents are amended and that relevant personnel are made aware of the changed requirements.
	

	Viamed Ltd ISO13485:2016 7.5.6
	Validation of processes for production and service provision
The organization shall validate any processes for production and service provision where the resulting output cannot be or is not verified by subsequent monitoring or measurement and, as a consequence, deficiencies become apparent only after the product is in use or the service has been delivered. 
Validation shall demonstrate the ability of these processes to achieve planned results consistently. 
The organization shall document procedures for validation of processes including: 
a) defined criteria for review and approval of the processes; 
b) equipment qualification and qualification of personnel; 
c) use of specific methods, procedures and acceptance criteria; d) as appropriate, statistical techniques with rationale for sample sizes;

e) requirements for records (see 4.2.5); 
f) revalidation, including criteria for revalidation; 
g) approval of changes to the processes. 
The organization shall document procedures for the validation of the application of computer software used in production and service provision. Such software applications shall be validated prior to initial use and, as appropriate, after changes to such software or its application. The specific approach and activities associated with software validation and revalidation shall be proportionate to the risk associated with the use of the software including the effect on the ability of the product to conform to specifications. 
Records of the results and conclusion of validation and necessary actions from the validation shall be maintained (see 4.2.4 and 4.2.5).
	

	Viamed Ltd ISO13485:2016 7.5.9.1
	General
The organization shall document procedures for traceability. These procedures shall define the extent of traceability in accordance with applicable regulatory requirements and the records to be maintained (see 4.2.5).
	

	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.
	

	Viamed Ltd ISO13485:2016 8.2.5
	Monitoring and measurement of processes
The organization shall apply suitable methods for monitoring and, as appropriate, measurement of the quality management system processes. These methods shall demonstrate the ability of the processes to achieve planned results. When planned results are not achieved, correction and corrective action shall be taken, as appropriate.
	

	Viamed Ltd ISO13485:2016 8.5.2
	Corrective action
The organization shall take action to eliminate the cause of nonconformities in order to prevent recurrence. Any necessary corrective actions shall be taken without undue delay. Corrective actions shall be proportionate to the effects of the nonconformities encountered. 
The organization shall document a procedure to define requirements for: 
a) reviewing nonconformities (including complaints); 
b) determining the causes of nonconformities; 
c) evaluating the need for action to ensure that nonconformities do not recur; 
d) planning and documenting action needed and implementing such action, including, as appropriate, 
updating documentation; 
e) verifying that the corrective action does not adversely affect the ability to meet applicable regulatory requirements or the safety and performance of the medical device; 
f) reviewing the effectiveness of corrective action taken. Records of the results of any investigation and action taken shall be maintained (see 4.2.5).
	


	
	QUESTION:
	RESPONSE:
	

	1
	Review Last years Audit. Update processes if required. 

Are all follow on Issue resolved satisfactory.
	
	

	2
	Is there sole responsibility for company procedures and other documentation.
	IT director has sole access to Intrastats system
	

	3
	Verify that documentation is checked prior to formal approval and issue and authorisation is unique.

	Intrastats
	

	4
	Verify that all personnel have access to their relevant areas of the documentation.

	Intrastats
	 

	5
	Verify that amendments can be requested and are controlled by Date issue. are updated Electronically and old copies Archived.
	Intrastats
	 

	6
	Check that the C.E. files are maintained by sole responsibility.
	
	

	7
	Check that obsolete data in the files is Archived 
	Intrastats also Archives store
	

	8
	Are manufacturers data sheets supplied the latest issue. Supplier Review.
	Intrastats
	

	9
	Verify that checks are made to ascertain the latest issue data sheets are supplied after design change / modification (from suppliers).
	Intrastats
	

	10
	Are Intrastat documents regularly backed-up and secure offsite Task ID (452)
	Intrastats – Roles and Responsibilities. Task ID (452)
	

	11
	Check that the document register is complete and adequate.
	Intrastats 
	

	12
	Verify that records are easily retrievable for information and analysis.
	Intrastats on workstation
	

	13
	Are printed copies of production procedures  the latest issue status.
	No printed copies
	

	14
	Is the procedure for ensuring only the latest issue of drawings and documentation available working correctly Check 6 items in the Index. Task ID (371)
	Intrastats. Task ID (371)
	

	15
	Are quality records properly filed and easily retrievable.
	Intrastats
	

	16
	Is the Company procedures Manual the latest version.
	Intrastats
	

	17
	Has the organisation chart changed.
	
	

	18
	Has the responsibility descriptions changed.
	Intrastats – Roles and Responsibilities
	

	19
	Stock linked document – have documents been linked to stock correctly. ISO – Document Index Admin – Complete Amendment Log – look down the list for stock related documents, then see if the stock link is present. The list shows the last 3 months. 
	
	

	20
	Duplicate Documents – Task ID (370) – ISO – Documentation Index Admin – find duplicate files. This should be empty. Make a note of the number and dates.  

	
	


Sub Processes Linked to Audit 10

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

List Processes Per Title
ADD THE CURRENT PROCESSES TO THIS SECTION . THESE ARE FOUND ON THE DOCUMENT PAGE
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