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Form: MDSAP AS F0016.5.006
	ON-SITE ASSESSMENT REPORT
	AO ID# 
Report #




1. General Information
	Auditing Organization (AO)

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


	Objectives
Select an item

	

	Scope of the assessment
	Facility 
(See addresses in Attachment #1 – Assessment Plan)
	Processes

	
	
	Management
	Use of External Resources
	Measurement, Analysis & Improvement
	Competence Management
	Audit & Certification Decision 
	Information Management 

	
	|_| Head Office
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	
	|_| Critical Location #
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	Assessment criteria
	· ISO/IEC 17021-1:2015 – Conformity assessment – Requirements for bodies providing audit and certification of management systems
· IMDRF/MDSAP WG/N3 (2nd Edition) – Requirements for Medical Device Auditing Organizations for Regulatory Authority Recognition
· IMDRF/MDSAP WG/N4 (2nd Edition) – 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 AU P0002 - 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. Review of a Sample of AO Audit Reports prior to the on-site visit (if applicable)
	[bookmark: _Hlk209193071][bookmark: _Hlk209093120]Objectives
	Review of a representative sample of audit reports shared by the AO with RA, for conformity with applicable audit report requirements

	Assessment criteria
	IMDRF/MDSAP WG/N3 (2nd Edition)
MDSAP AU P0002 - MDSAP Audit Approach
MDSAP AU P0019 - MDSAP Medical Device Audit Report Policy

	Sampling information 
	Time period considered for sampling:
	From: YYYY MM-DD
To: YYYY MM-DD

	
	Number of audit reports issued by the AO during this period:
	

	
	Sample size:
	

	
	Type of sample:
	 Audit reports		
 Audit files



3. [bookmark: _Hlk209209603]List of audit reports/files reviewed
	[bookmark: _Hlk212114481][bookmark: _Hlk212114763]#1.1
	Organization audited
	Report Ref.
	Audit type
	Audit dates
	REP’s submission 
	Auditor(s)


	[bookmark: _Hlk212114940]
	
	Select an item	
	Select an item	Lead Auditor:
Auditor:
Others:

	Comments on the findings of the Audit Report Sample Review (Refer to Attachment #1)
	

	[bookmark: _Hlk212114954]#1.2
	Organization audited
	Report Ref.
	Audit type
	Audit dates
	REP’s submission 
	Auditor(s)


	
	
	Select an item	
	Select an item	Lead Auditor:
Auditor:
Others:

	Comments on the findings of the Audit Report Sample Review (Refer to Attachment #1)
	

	#1.3
	Organization audited
	Report Ref.
	Audit type
	Audit dates
	REP’s submission 
	Auditor(s)


	
	
	Select an item	
	Select an item	Lead Auditor:
Auditor:
Others:

	Comments on the findings of the Audit Report Sample Review (Refer to Attachment #1)
	

	#1.4
	Organization audited
	Report Ref.
	Audit type
	Audit dates
	REP’s submission 
	Auditor(s)


	
	
	Select an item	
	Select an item	Lead Auditor:
Auditor:
Others:

	Comments on the findings of the Audit Report Sample Review (Refer to Attachment #1)
	

	#1.5
	Organization audited
	Report Ref.
	Audit type
	Audit dates
	REP’s submission 
	Auditor(s)


	
	
	Select an item	
	Select an item	Lead Auditor:
Auditor:
Others:

	Comments on the findings of the Audit Report Sample Review (Refer to Attachment #1)
	

	#2.1
	Organization audited
	Report Ref.
	Audit type
	Audit dates
	REP’s submission 
	Auditor(s)


	
	
	Select an item	
	Select an item	Lead Auditor:
Auditor:
Others:

	Comments on the findings of the Audit Report Sample Review (Refer to Attachment #1)
	

	#2.2
	Organization audited
	Report Ref.
	Audit type
	Audit dates
	REP’s submission 
	Auditor(s)


	
	
	Select an item	
	Select an item	Lead Auditor:
Auditor:
Others:

	Comments on the findings of the Audit Report Sample Review (Refer to Attachment #1)
	

	#2.3
	Organization audited
	Report Ref.
	Audit type
	Audit dates
	REP’s submission 
	Auditor(s)


	
	
	Select an item	
	Select an item	Lead Auditor:
Auditor:
Others:

	Comments on the findings of the Audit Report Sample Review (Refer to Attachment #1)
	

	#2.4
	Organization audited
	Report Ref.
	Audit type
	Audit dates
	REP’s submission 
	Auditor(s)


	
	
	Select an item	
	Select an item	Lead Auditor:
Auditor:
Others:

	Comments on the findings of the Audit Report Sample Review (Refer to Attachment #1)
	

	#2.5
	Organization audited
	Report Ref.
	Audit type
	Audit dates
	REP’s submission 
	Auditor(s)


	
	
	Select an item	
	Select an item	Lead Auditor:
Auditor:
Others:

	Comments on the findings of the Audit Report Sample Review (Refer to Attachment #1)
	


{Remove or add rows as necessary}


4. [bookmark: _Hlk209209801]Narrative by Assessment Process
	Major changes concerning the following areas and their relevance and impact on compliance with the IMDRF recognition criteria:
· Processes
· Organizational structure or ownership
· Key personnel
· Facilities
· The Quality Management System (QMS) as a whole

	

	Individuals interviewed:


	





	

	4.1 Process: Management

	Assessment Task
	Is the Task adequately addressed? 

	Documents and Information Reviewed/ Comments on the Task 
(Provide the name and version of the documents reviewed. Include the description of any nonconformities or observations.)

	1- Legal entity, legal responsibility liability, financing & eligibility 
[ISO 17021-1: 2015: 5.1.1, 5.3; IMDRF/MDSAP N3: 5.1, 5.3]
	Select an item	

	2-Quality Management System documents 
[ISO 17021-1:2015: 10.1,10.2.1,10.2.2; IMDRF/MDSAP N3: 10.1.1]
	Select an item	

	3-Quality policy, quality objectives and quality planning 
[ISO 17021-1:2015: 10.2.1; IMDRF/MDSAP N3: 10.1.3]
	Select an item	

	4-Organizational structure, responsibility, authority 
[ISO 17021-1:2015: 6.1, 7.2.3, 10.2.1; IMDRF/MDSAP N3: 6.1, 7.1.4, 8.6.1]
	Select an item	

	5-Adequacy of auditing resources 
[ISO 17021-1:2015: 7.2.1, 7.2.2; IMDRF/MDSAP N3: 6.1.2]
	Select an item	

	6-Management of impartiality 
[ISO 17021-1:2015: 5.2; IMDRF/MDSAP N3: 5.2, 7.1.6; IMDRF/MDSAP N4: 10.0]
	Select an item	

	7-Management review 
[ISO 17021- 1:2015: 10.2.5, 10.3.4]

	Select an item	

	

	4.2 Process: Use of External Resources

	Assessment Task


	Is the Task adequately addressed? 
	Documents and Information Reviewed/ Comments on the Task 
(Provide the name and version of the documents reviewed. Include the description of any nonconformities or observations.)

	1-Extent of use and controls of external resources 
[ISO 17021-1: 2015: 7.5; IMDRF/MDSAP N3: 7.3, 7.5]
	Select an item	

	2-Contractual arrangements with external resources 
[ISO 17021-1: 2015: 7.3, 7.5 IMDRF/MDSAP N4: 10.0]
	Select an item	

	3-Internal competence to review the outcome of outsourced activities 
[IMDRF/MDSAP N3: 7.5.2]
	Select an item	

	

	4.3 Process: Measurement, Analysis & Improvement

	Assessment Task


	Is the Task adequately addressed? 
	Documents and Information Reviewed/ Comments on the Task 
(Provide the name and version of the documents reviewed. Include the description of any nonconformities or observations.)

	1-Procedures relative to measurement, analysis, and improvement 
[ISO 17021-1: 2015: 10.2.7]
	Select an item	

	2-Sources of quality data 
[ISO 17021-1:2015: 10.2.7; IMDRF/MDSAP N3: 10.1.3]
	Select an item	

	3-Investigation, corrections, corrective actions, and preventive actions to address nonconformities and potential nonconformities 
[ISO 17021-1:2015: 10.2.7]
	Select an item	

	4-Reporting of corrective actions impacting the recognition 
[IMDRF/MDSAP N3: 8.6.5]
	Select an item	

	5-Decision on conformity to regulatory requirements supported by nonconforming audit or audit reports 
[ISO 17021-1:2015: 9.5.3]
	Select an item	

	6-Internal audits 
[ISO 17021-1: 2015:
10.2.6; IMDRF/MDSAP N3: 10.1.4]
	Select an item	

	7-Complaint handling and management 
[ISO 17021-1: 2015: 9.8; IMDRF/MDSAP N3: 9.8]
	Select an item	

	8-Communication with external resources having contributed to a nonconformity or complaint 
[ISO 17021-1:2015: 9.8.6]
	Select an item	

	9-Outputs of the Measurement, Analysis, and Improvement process as inputs into the management review 
[ISO 17021- 1:2015: 10.2.5.2]
	Select an item	

	

	4.4 Process: Competence Management

	Assessment Task


	Is the Task adequately addressed? 
	Documents and Information Reviewed/ Comments on the Task 
(Provide the name and version of the documents reviewed. Include the description of any nonconformities or observations.)

	1-Identification of necessary competence to operate as a recognized auditing organization [ISO 17021-1:2015: 7.1.1, 7.1.4, 7.2.3; IMDRF/MDSAP N3: 7.1.1]
	Select an item	

	2-Procedure and criteria for competence evaluation of all personnel involved in audit and certification related activities 
[ISO 17021-1: 2015: 7.1.2, 7.2; IMDRF/MDSAP N3: 7.1.2, 7.1.3, 7.1.6; IMDRF/MDSAP N4: 9.0]
	Select an item	

	3-Identified personnel with demonstrated competence 
[IMDRF/MDSAP N3: 7.1.3, 7.2]
	Select an item	

	4-Training to the audit process and certification requirements and access to corresponding current documents 
[ISO 17021-1:2015: 7.2.6; IMDRF/MDSAP N4: 8.0]
	Select an item	

	5-Monitoring of personnel’s competence and performance 
[ISO 17021-1:2015: 7.1.3, 7.2.9, 7.2.10; IMDRF/MDSAP N3: 6.1.5; IMDRF/MDSAP N4: 7.2]
	Select an item	

	6-Personnel’s individual file 
[ISO 17021- 1: 2015: 7.4; IMDRF/MDSAP N3: 7.4 IMDRF/MDSAP N4: 11.0]
	Select an item	

	7-Effectiveness of the competence evaluation methods and the competence management process 
[ISO 17021-1: 2015: 7.1.3]
	Select an item	

	
	

	4.5 Process: Audit & Certification Decision 

	Assessment Task


	Is the Task adequately addressed? 
	Documents and Information Reviewed/ Comments on the Task 
(Provide the name and version of the documents reviewed. Include the description of any nonconformities or observations.)

	1-Procedures for the control of the Audit & Decision Process 
[ISO 17021-1:2015: 10.1, 10.2.1,10.2.2; IMDRF/MDSAP N3: 9.0]
	Select an item	

	2-Audit program establishment and update; audit time determination; planning of audits 
[ISO 17021-1: 2015: 9.1.3, 9.1.4, 9.2.1]
	Select an item	

	3-Selection and assignment of competent audit team, and communication prior to the audit 
[ISO 17021-1: 2015: 9.2.2; IMDRF/MDSAP N3: 9.0, 9.2]
	Select an item	

	4-Audit performance and audit report 
[ISO 17021-1: 2015: 9.4; IMDRF/MDSAP N3: 8.2, 9.4]
	Select an item	

	5-Review of correction and corrective action initiated in response to audit findings 
[ISO 17021-1:2015: 9.4.9, 9.4.10]
	Select an item	

	6-Technical review of the audit file and decision making on regulatory conformity of the manufacturer 
[ISO 17021-1: 2015: 9.5.3, 9.5.4, 9.6.5; IMDRF/MDSAP N3: 8.6.4, 9.5, 9.6, 9.6.3, 9.6.4]
	Select an item	

	7-Implementation and follow-up of the decision, including unannounced audits 
[ISO 17021-1:2015: 9.5.3.3, 9.6.4.2; IMDRF/MDSAP N3: 9.6.7]
	Select an item	

	8-Appeals 
[ISO 17021-1: 2015: 9.7]
	Select an item	

	9-Audit and decision records 
[ISO 17021-1:2015: 9.5.1.4, 9.5.2; IMDRF/MDSAP N3: 9.5.2]
	Select an item	

	10-Effectiveness of the Audit and Decision process 
[IMDRF/MDSAP N3: 10.1.3]
	Select an item	

	
	

	4.6 Process: Information Management

	Assessment Task


	Is the Task adequately addressed? 
	Documents and Information Reviewed/ Comments on the Task 
(Provide the name and version of the documents reviewed. Include the description of any nonconformities or observations.)

	1-Control of documents and records 
[ISO 17021-1:2015: 10.2.3, 10.2.4; IMDRF/MDSAP N3: 10.1.2]
	Select an item	

	2-Public information on the audit program 
[ISO 17021-1:2015: 8.1]
	Select an item	

	3-Provision to the audited medical device manufacturers of detailed information on the audit and decision related processes 
[ISO 17021-1: 2015: 8.5.1, 8.5.2]
	Select an item	

	4-Contractual agreements with the audited medical device manufacturer 
[ISO 17021-1:2015: 5.1.2, 8.3.1, 8.3.2, 8.3.3, 8.3.4, 8.3.5; IMDRF/MDSAP N3:5.1.4, 5.1.5]
	Select an item	

	5-Sharing of information with recognizing Regulatory Authorities on auditing activities, decisions on regulatory compliance and certification status 
[IMDRF/MDSAP N3: 8.6]
	Select an item	

	6-Provision to the public of information on certification status or certifications granted, suspended, or withdrawn 
[ISO 17021-1: 2015: 8.1.2]
	Select an item	

	7-Control of confidential information 
[ISO 17021-1: 2015: 8.4; IMDRF/MDSAP N3: 8.4]
	Select an item	



5. [bookmark: _Hlk209209907]Status of nonconformities from previous assessment activities
	NC Ref.
	Status (see details in the NC report)



	
	

	
	

	
	

	
	

	
	



6. [bookmark: _Hlk209209918]Assessment Findings
	Non-Conformities { complete corresponding non-conformity forms [ref.]}

	1
	

	2
	

	3
	

	Observations

	1
	

	2
	

	3
	

	Points to Clarify

	1
	

	2
	

	3
	


{This section details all findings. Delete any category that is not applicable from the following table. Add rows as needed.  If “None of the above” in Section 3 is checked, please provide “Not Applicable” only in this section.}

7. [bookmark: _Hlk209209927]Conclusion
	Conclusion regarding:

· The establishment and implementation of AO’s QMS;
· Conformity with the applicable assessment criteria;
· Confidence in the AO’s ability to reliably audit and certify medical device manufacturers’ compliance with ISO 13485, as well as their capacity to meet regulatory requirements.

	



8. [bookmark: _Hlk209209939]List of Attachments/ Exhibits
	1
	Findings of the Audit Report Sample Review

	2
	



9. [bookmark: _Hlk209209998]  Assessment Team
	Assessor Name
	

	Regulatory Authority
	

	Assessor’s Role
	{Assessment Team Leader, Assessor, Observer, Trainee}

	Date
	

	Signature
	


{Add as many Assessors as applicable}


[bookmark: _Hlk209210055]Attachment #1 - Findings of the Audit Report Sample Review 
	[bookmark: _Hlk209202705]Assessor initials (1): XXX


	MDSAP Audit Report Section
Does the evaluated MDSAP Report include the following information?

	#1.1
	#1.2
	#1.3
	#1.4
	#1,5

	1. Audit Information
Schemes covered
Auditing Modality
Audit Team (names, roles, affiliation)

	Select an item	Select an item
	Select an item
	Select an item
	Select an item

	2.  Audited Facility
Complete Address – must match manufacturer’s registration information
QMS Contact Person – name and role
Senior Management
Facility Identification Number(s)

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	3. Certification Schemes, Scopes & Criteria, Audit Types
Audit Type
Scope of Certification
Jurisdictions

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	4. Certification Holder and Multi-Facility Organization
Related facilities included in the scope
Corporate Information (parent, sister, subsidiaries, joint ventures, etc.)

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	5. Audit Objectives
Audit Objectives – verify conformity with ISO 13485:2016 and regulatory requirements, assess QMS effectiveness, and confirm eligibility for certification

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	6. Audited Facility Description
Regulatory Roles played by the Audited Facility
Main activities/processes at audited site
Key outsourced activities
Number of staff
Number of shifts

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	7. Critical Suppliers
Name, address, and supplied product/service

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	8. Audit History
Audit History – including dates, audit report references, and type of audit (initial, surveillance, recertification, special)

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	9. Exclusions and Non-Applications of Requirements in the QMS
ISO 13485 exclusions and requirements deemed not applicable, with justification and references to the QMS

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	10. Outcome of Pre-Audit Activities
Results of Pre-Audit Activities – document review, Stage 1
Documents Reviewed
Issues Identified Prior to the Audit
Attachments

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	11. Audit Findings
Completed Audit Tasks
Major Changes Observed
Description of Audited: 
· Process/Activity and Area (physical or Organizational) Audit Findings – positive and negative evidence supporting conclusions
· Key Documents Reviewed – type, number, qualitative sample size (if applicable)
· Products/Components Reviewed – identification
· Audit Report – must not contain advice, instructions, solutions, or opportunities for improvement
· Interviewees – names and titles
· Nonconformities – if any
· Concluding Statement – conformity of audited activities/processes with audit criteria
· 
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	12. Nonconformities
Formal record of NCs - reference number, statement of nonconformity, supporting evidence, context and significance, ISO 13485 clause, grading (major/minor). 

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	13. Significant Deviations from the Audit Plan, Obstacles and Unresolved Diverging Opinion
Audit Duration – planned vs. actual (auditor-days)
Obstacles – including unresolved diverging opinions with auditee representatives
Areas not audited - although part of the audit scope and plan

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	14. Follow-up of Past Nonconformities
Status of past NCs - reference, closed/pending/superseded, new NC raised if applicable

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	15. Summary of Major Changes to Audited Facility
Significant changes since the previous audit – layout, critical processes, organizational structure, management, suppliers, mergers/acquisitions

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	16. Conclusions
Total Open Nonconformities (NCs) – including outstanding NCs from past audits and those issued during this audit.
Overall Conclusions:
· Conformity with audit criteria
· Effectiveness of the QMS in meeting quality objectives
· Achievement of audit objectives
· Factors that may affect audit reliability
· Recommendations on certification status
· Recommendations on follow-up actions
· Recommendations on audit program, audit team competence, and audit duration

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	17. Attachments
List of audit report attachments - critical suppliers, reviewed records, additional evidence, forms, technical reports

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	18. Audit Report Approval
Official approval of the audit report - signatures of the Audit Team Leader and AO representatives, date of approval

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	General Review of the Conclusion of the Audit Report

	Is it relevant (meaningful and aligned with the audit objectives)?
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	Is it consistent (no ambiguity or contradiction regarding conformity with ISO 13485:2016 or achievement of audit objectives)?
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	Is it credible (the report review does not raise doubts about the auditor’s competence)?
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	Is it reliable (the conclusions are supported and can be trusted)?
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	Is it acceptable (does it demonstrate proper implementation of the MDSAP program as applicable to the audit report)?
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item



	Assessor initials (2): XXX


	MDSAP Audit Report Section
Does the evaluated MDSAP Report include the following information?

	#2.1
	#2.2
	#2.3
	#2.4
	#2.5

	1. Audit Information
Schemes covered
Auditing Modality
Audit Team (names, roles, affiliation)

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	2.  Audited Facility
Complete Address – must match manufacturer’s registration information
QMS Contact Person – name and role
Senior Management
Facility Identification Number(s)

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	3. Certification Schemes, Scopes & Criteria, Audit Types
Audit Type
Scope of Certification
Jurisdictions

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	4. Certification Holder and Multi-Facility Organization
Related facilities included in the scope
Corporate Information (parent, sister, subsidiaries, joint ventures, etc.)

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	5. Audit Objectives
Audit Objectives – verify conformity with ISO 13485:2016 and regulatory requirements, assess QMS effectiveness, and confirm eligibility for certification

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	6. Audited Facility Description
Regulatory Roles played by the Audited Facility
Main activities/processes at audited site
Key outsourced activities
Number of staff
Number of shifts

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	7. Critical Suppliers
Name, address, and supplied product/service

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	8. Audit History
Audit History – including dates, audit report references, and type of audit (initial, surveillance, recertification, special)

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	9. Exclusions and Non-Applications of Requirements in the QMS
ISO 13485 exclusions and requirements deemed not applicable, with justification and references to the QMS

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	10. Outcome of Pre-Audit Activities
Results of Pre-Audit Activities – document review, Stage 1
Documents Reviewed
Issues Identified Prior to the Audit
Attachments

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	11. Audit Findings
Completed Audit Tasks
Major Changes Observed
Description of Audited: 
· Process/Activity and Area (physical or Organizational) Audit Findings – positive and negative evidence supporting conclusions
· Key Documents Reviewed – type, number, qualitative sample size (if applicable)
· Products/Components Reviewed – identification
· Audit Report – must not contain advice, instructions, solutions, or opportunities for improvement
· Interviewees – names and titles
· Nonconformities – if any
· Concluding Statement – conformity of audited activities/processes with audit criteria
· 
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	12. Nonconformities
Formal record of NCs - reference number, statement of nonconformity, supporting evidence, context and significance, ISO 13485 clause, grading (major/minor). 

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	13. Significant Deviations from the Audit Plan, Obstacles and Unresolved Diverging Opinion
Audit Duration – planned vs. actual (auditor-days)
Obstacles – including unresolved diverging opinions with auditee representatives
Areas not audited - although part of the audit scope and plan

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	14. Follow-up of Past Nonconformities
Status of past NCs - reference, closed/pending/superseded, new NC raised if applicable

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	15. Summary of Major Changes to Audited Facility
Significant changes since the previous audit – layout, critical processes, organizational structure, management, suppliers, mergers/acquisitions

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	16. Conclusions
Total Open Nonconformities (NCs) – including outstanding NCs from past audits and those issued during this audit.
Overall Conclusions:
· Conformity with audit criteria
· Effectiveness of the QMS in meeting quality objectives
· Achievement of audit objectives
· Factors that may affect audit reliability
· Recommendations on certification status
· Recommendations on follow-up actions
· Recommendations on audit program, audit team competence, and audit duration

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	17. Attachments
List of audit report attachments - critical suppliers, reviewed records, additional evidence, forms, technical reports

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	18. Audit Report Approval
Official approval of the audit report - signatures of the Audit Team Leader and AO representatives, date of approval

	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	General Review of the Conclusion of the Audit Report

	Is it relevant (meaningful and aligned with the audit objectives)?
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	Is it consistent (no ambiguity or contradiction regarding conformity with ISO 13485:2016 or achievement of audit objectives)?
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	Is it credible (the report review does not raise doubts about the auditor’s competence)?
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	Is it reliable (the conclusions are supported and can be trusted)?
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item

	Is it acceptable (does it demonstrate proper implementation of the MDSAP program as applicable to the audit report)?
	Select an item
	Select an item
	Select an item
	Select an item
	Select an item
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