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	WITNESSED AUDIT 
ASSESSMENT REPORT
	AO ID# 
Report #




1. General Information
	Auditing Organization (AO)

	AO Name:
Head Office Address:
AO Contact person:
Title:
Tel.:	
E-mail:


	Organization to be audited

	Name:
Address(es):
Lead Auditor:
Auditor(s):
Technical Expert(s):


	Objectives
	· Evaluate the adequacy of the AO's auditing practices against requirements of ISO/IEC 17021-1:2015, specific MDSAP auditing requirements, and AO policies and procedures 
· Evaluate the AO's ability to evaluate and assign auditors based on demonstrated competence (e.g. knowledge and understanding of the MDSAP audit process, QMS and other regulatory requirements, and the technologies audited) 
· Evaluate the AO’s ability to generate reliable audit reports, including nonconformity reports, enabling the users of these data to make informed decisions 

	Scope of the audit
	Assessment of:
· The planning activities prior to the audit (e.g. the audit Program, the audit plan, the assignment of the audit team, communication prior to the audit)
· The preparedness of the audit team 
· The audit technique employed against MDSAP audit process requirements
· The competence of the audit team
· The deliverables of the audit (e.g. audit report, nonconformity reports, etc.)

	Assessment criteria
	· ISO/IEC 17021-1:2015 – Conformity assessment – Requirements for bodies providing audit and certification of management systems
· IMDRF MDSAP WG/N3(ed2) – Requirements for Medical Device Auditing Organizations for Regulatory Authority Recognition
· IMDRF MDSAP WG/N4(ed2) – Competence and Training Requirements for Auditing Organizations

	Reference documents
	· MDSAP AS P0034 - Guidance for Regulatory Authority Assessors on the Method of Assessment for MDSAP Auditing Organizations
· MDSAP Audit Approach
· GHTF/SG3/N19:2012 – Nonconformity grading system for regulatory purpose and information exchange
· MDSAP AU P0008 – Audit Time Calculation Procedure
· MDSAP AU P0019 – MDSAP Regulatory Audit Report Policy
· MDSAP AU P0037 - Guidelines on the use of GHTF/SG3/N19:2012 for MDSAP purposes
· Australian Medical Device Regulations
· Brazilian Medical Device Good Manufacturing Practices (Resolution RDC 665/2022)
· Brazilian Post-Market Surveillance and Medical Device Reporting (Resolution RDC 67/2009)
· Brazilian Field Actions (Resolution RDC 551/2021)
· Canadian Medical Device Regulations (applicable parts of SOR-98/282)
· Japanese Medical Device Regulations (PMD Act)
· Japanese QMS Ordinance (MHLW MO169)
· US Medical Device Regulations (21 CFR parts 820, 803, 806, 807, 814 and 821)

	On-site audit date(s)
	YYYY-MM-DD to YYYY-MM-DD



2. Assessment of Pre-Audit Documentation
	Documents provided prior to the audit:
	Yes

	No


	Contact information of the AO auditors

	|_|
	|_|

	Evidence of AO auditors’ competence to perform the audit or rationale for their selection

	|_|
	|_|

	Rationale for the audit duration

	|_|
	|_|

	Copy of the information provided by the AO to the auditors regarding the audit to perform
	
	|_|
	|_|

	Completed MDSAP AS F0012.2 Manufacturer Profile Form

	|_|
	|_|

	Last audit report of the manufacturer (if any)

	|_|
	|_|

	Audit plan prepared by the AO audit team

	|_|
	|_|

	AO's descriptive information on the device manufacturer 
	|_|
	|_|

	Comments:





3. Assessment from the Witnessed Audit and Post-Audit evaluation
	CHAPTER 1 - Process: Management


	Auditor initials:

	Assessor initials:
	Audit Approach Task

	Audit Observation

Select the applicable item. When relevant, provide comments and references to the documents or objective evidence reviewed to support your assessment.

	Post-Audit Evaluation

Select the applicable item.
 When relevant, provide comments on AO’s MDSAP Report/ NGE Form/ Others
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	1. QMS Planning, Implementation, Changes and Quality Manual
	 Select an item




	Select an item


	
	
	2. Management Representative
	Select an item



	
	Select an item


	
	
	3. Quality Policy and Quality Objectives
	 Select an item
	Select an item


	
	
	4. Organizational Structure, Responsibility, Authority, Resources
	Select an item
	Select an item


	
	
	5. Extent of Outsourcing
	Select an item
	Select an item


	
	
	6. Personnel Competency and Training
	Select an item
	Select an item


	
	
	7. Risk Management Planning and Review

	Select an item
	Select an item


	
	
	8. Document and Record Controls

	Select an item
	Select an item


	
	
	9. Management Reviews
	Select an item
	Select an item


	
	
	10. Distribution of Devices with Appropriate Marketing Authorization

	Select an item
	Select an item


	
	
	11. Top Management Commitment to Quality

	Select an item
	Select an item


	
	
	
	
	

	CHAPTER 2 - Process: Device Marketing Authorization and Facility Registration


	Auditor initials:

	Assessor initials:
	Audit Approach Task

	Audit Observation

Select the applicable item. When relevant, provide comments and references to the documents or objective evidence reviewed to support your assessment.

	Post-Audit Evaluation

Select the applicable item.
 When relevant, provide comments on AO’s MDSAP Report/ NGE Form/ Others

	
	
	1. Submission for Device Marketing Authorization and Facility Registration
	Select an item
	Select an item


	
	
	2. Evidence of Marketing Clearance or Approval
	Select an item
	Select an item


	
	
	3. Notification of Changes to Marketed Devices or to the QMS
	Select an item
	Select an item


	
	
	
	
	

	CHAPTER 3 - Process: Measurement, Analysis and Improvement


	Auditor initials:

	Assessor initials:
	Audit Approach Task

	Audit Observation

Select the applicable item. When relevant, provide comments and references to the documents or objective evidence reviewed to support your assessment.

	Post-Audit Evaluation

Select the applicable item.
 When relevant, provide comments on AO’s MDSAP Report/ NGE Form/ Others

	
	
	1. Procedures for Measurement, Analysis, and Improvement of QMS Effectiveness and Product Conformity
	Select an item
	Select an item


	
	
	2. Sources of quality data

	Select an item
	Select an item


	
	
	3. Investigation of Nonconformity
 
	Select an item
	Select an item


	
	
	4. Investigation of Potential Nonconformity
 
	Select an item
	Select an item


	
	
	5. Correction, Corrective Action, and Preventive Action
 
	Select an item
	Select an item


	
	
	6. Assessment of Design Change resulting from Corrective or Preventive Action
	Select an item
	Select an item


	
	
	7. Assessment of Process Change resulting from Corrective or Preventive Action
 
	Select an item
	Select an item


	
	
	8. Identification and Control of Nonconforming Product
 
	Select an item
	Select an item


	
	
	9. Action Regarding Nonconforming Product Detected After Delivery
 
	Select an item
	Select an item


	
	
	10. Internal Audit
 
	Select an item
	Select an item


	
	
	11. Information Supplied for Management Review
 
	Select an item
	Select an item


	
	
	12. Evaluation of Information from Post-Production Phase, Including Complaints
 
	Select an item
	Select an item


	
	
	13. Communications with External Parties Involved on Complaints
 
	Select an item
	Select an item


	
	
	14. Evaluation of Complaints for Adverse Event Reporting
 
	Select an item
	Select an item


	
	
	15. Evaluation of Quality Problems for Advisory Notices
	Select an item
	Select an item


	
	
	16. Top Management Commitment to Measurement, Analysis, and Improvement Process
 
	Select an item
	Select an item


	
	
	
	
	

	CHAPTER 4 - Process: Medical Device Adverse Events and Advisory Notice Reporting


	Auditor initials:

	Assessor initials:
	Audit Approach Task

	Audit Observation

Select the applicable item. When relevant, provide comments and references to the documents or objective evidence reviewed to support your assessment.

	Post-Audit Evaluation

Select the applicable item.
 When relevant, provide comments on AO’s MDSAP Report/ NGE Form/ Others

	
	
	1. Notification of Adverse Events
	Select an item
	Select an item


	
	
	2. Notification of advisory notices

	Select an item
	Select an item


	
	
	
	
	

	CHAPTER 5 - Process: Design and Development


	Auditor initials:

	Assessor initials:
	Audit Approach Task

	Audit Observation

Select the applicable item. When relevant, provide comments and references to the documents or objective evidence reviewed to support your assessment.

	Post-Audit Evaluation

Select the applicable item.
 When relevant, provide comments on AO’s MDSAP Report/ NGE Form/ Others

	
	
	1. Identification of devices subject to design and development procedures; technical documentation
 
	Select an item
	Select an item


	
	
	2. Selection of a completed design and development project

	Select an item
	Select an item


	
	
	3. Design and development planning
 
	Select an item
	Select an item


	
	
	4. Implementation of the design and development process
 
	Select an item
	Select an item


	
	
	5. Design and development input
 
	Select an item
	Select an item


	
	
	6. Completeness, coherence, and unambiguity of design and development input
 
	Select an item
	Select an item


	
	
	7. Design and development output and design verification
 
	Select an item
	Select an item


	
	
	8. Risk management activities applied throughout the design and development project
 
	Select an item
	Select an item


	
	
	9. Design verification or design validation to confirm effectiveness of risk control measures
 
	Select an item
	Select an item


	
	
	10. Design validation
 
	Select an item
	Select an item


	
	
	11. Clinical evaluation and/or evaluation of medical device safety and performance

	Select an item
	Select an item


	
	
	12. Software design and development
 
	Select an item
	Select an item


	
	
	13. Design and development change
 
	Select an item
	Select an item


	
	
	14. Design review
 
	Select an item
	Select an item


	
	
	15. Impact review of design and development changes on previously made and distributed devices
 
	Select an item
	Select an item


	
	
	16. Design transfer
 
	Select an item
	Select an item


	
	
	17. Top management commitment to design and development process
 
	Select an item
	Select an item


	
	
	
	
	

	CHAPTER 6 - Process: Production and Process Control


	Auditor initials:

	Assessor initials:
	Audit Approach Task

	Audit Observation

Select the applicable item. When relevant, provide comments and references to the documents or objective evidence reviewed to support your assessment.

	Post-Audit Evaluation

Select the applicable item.
 When relevant, provide comments on AO’s MDSAP Report/ NGE Form/ Others

	
	
	1. Planning of production and service process
 
	Select an item
	Select an item


	
	
	2. Selection of production and service process(es)

	Select an item
	Select an item


	
	
	3. Controls for the implementation of selected production and service process(es)
 
	Select an item
	Select an item


	
	
	4. Control of product cleanliness
 
	Select an item
	Select an item


	
	
	5. Infrastructure
 
	Select an item
	Select an item


	
	
	6. Work environment
 
	Select an item
	Select an item


	
	
	7. Identification of processes subject to validation
 
	Select an item
	Select an item


	
	
	8. Process validation
 
	Select an item
	Select an item


	
	
	9. Validation of sterilization process
 
	Select an item
	Select an item


	
	
	10. Monitoring and measurement of product conformity
 
	Select an item
	Select an item


	
	
	11. Control, operation, and monitoring of the production and service process; risk controls
 
	Select an item
	Select an item


	
	
	12. Competence of personnel
 
	Select an item
	Select an item


	
	
	13. Control of monitoring and measuring device
 
	Select an item
	Select an item


	
	
	14. Impact analysis of monitoring and measuring device found out of specifications
 
	Select an item
	Select an item


	
	
	15. Validation of software used for the control of the production and service process
 
	Select an item
	Select an item


	
	
	16. Device master file
 
	Select an item
	Select an item


	
	
	17. Production record; evidence of compliance of released devices
 
	Select an item
	Select an item


	
	
	18. Traceability applied to implantable, life-supporting, or life-sustaining medical devices Auditor 

	Select an item
	Select an item


	
	
	19. Identification of product status
 
	Select an item
	Select an item


	
	
	20. Customer property
 
	Select an item
	Select an item


	
	
	21. Acceptance activities
 
	Select an item
	Select an item


	
	
	22. Identification, control, and disposition of nonconforming products
 
	Select an item
	Select an item


	
	
	23. Rework of nonconforming products
 
	Select an item
	Select an item


	
	
	24. Preservation of the product
 
	Select an item
	Select an item


	
	
	25. Review of customer requirements, distribution records
 
	Select an item
	Select an item


	
	
	26. Installation activities
 
	Select an item
	Select an item


	
	
	27. Servicing activities
 
	Select an item
	Select an item


	
	
	28. Risk controls applied to transport, installation, and servicing
 
	Select an item
	Select an item


	
	
	29. Top management commitment to the production and service process
 
	Select an item
	Select an item


	
	
	
	
	

	CHAPTER 7 - Process: Purchasing


	Auditor initials:

	Assessor initials:
	Audit Approach Task

	Audit Observation

Select the applicable item. When relevant, provide comments and references to the documents or objective evidence reviewed to support your assessment.

	Post-Audit Evaluation

Select the applicable item.
 When relevant, provide comments on AO’s MDSAP Report/ NGE Form/ Others

	
	
	1. Planning activities regarding purchased products and outsourced processes
 
	Select an item
	Select an item


	
	
	2. Selection of supplier file(s) to audit

	Select an item
	Select an item


	
	
	3. Procedure for the control of purchased products and outsourced processes
 
	Select an item
	Select an item


	
	
	4. Extent of controls applied to the supplier and the purchased product; criteria for selection, evaluation, and re-evaluation of the supplier

	Select an item
	Select an item


	
	
	5. Selection of supplier based on ability of the supplier to satisfy the specified purchase requirements
 
	Select an item
	Select an item


	
	
	6. Records of supplier evaluation
 
	Select an item
	Select an item


	
	
	7. Effective controls over supplier and products
 
	Select an item
	Select an item


	
	
	8. Verification of the adequacy of purchasing information, specified purchase requirements, and written agreement to notify changes, before their communication to the supplier
 
	Select an item
	Select an item


	
	
	9. Documented purchasing information and specified purchase requirements
 
	Select an item
	Select an item


	
	
	10. Verification of purchased products
 
	Select an item
	Select an item


	
	
	11. Purchasing control activities as source of quality data for the measurement, analysis, and improvement process
 
	Select an item
	Select an item


	
	
	12. Top management commitment to the purchasing process

	Select an item
	Select an item
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4. Audit team Competence and Behaviour evaluation
	Comments on knowledge of the technical area
	     

	Comments on knowledge of ISO 13485:2016 and Good Manufacturing Practices
	     

	Comments on knowledge of other medical device regulatory requirements
	     

	Comments on auditing skills (except MDSAP Audit Approach)
	     

	Comments on opening meeting and closing meeting 
	     

	Comments on behaviour
	     

	Conclusion


	     



5. Nonconformities and Final Report
	Comments on the audit thoroughness and the audit team’s ability to identify nonconformities
	     

	Comments on the nonconformity reports, including their grading and the evidence supporting them
	     

	Comments on the communication of the nonconformities to the manufacturer
	     

	Comments on the compliance of the audit report to the MDSAP Audit Report Procedure and Template on the content of regulatory audit reports
	     

	Comments on fulfilment of audit objectives, specific to the audit type and the audit program 
	     

	Comments on the consistency between the audit performed and the audit report
	     

	Conclusion
	     



6. Conclusion

	Conclusion regarding:
· performance of the audit and certification decision process
· conformity to the assessment criteria 
· confidence in the ability of the AO to reliably audit and certify the compliance of device manufacturers to ISO 13485:2016 and their ability to satisfy regulatory requirements
	     



7. Assessment Findings
	Non-Conformities { complete corresponding non-conformity forms MDSAP F0015.2}

	1
	

	2
	

	3
	

	Observations

	1
	

	2
		

	3
	

	Points to Clarify

	1
	




8. List of Attachments/ Exhibits
	1
	



9. Assessment Team
	Assessor Name
	

	MDSAP Participating Regulatory Authority
	

	Assessor’s Role
	{Assessment team leader, Assessor, Technical expert}

	Date
	YYYY/MM/DD

	Signature
	


{Add as many Assessors as applicable}
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