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	STAGE 1 ASSESSMENT REPORT
(Documentation Review & Assessment-Audit)
	AO ID# 
Report #




1. General Information
	Auditing Organization (AO)
	

	AO ID#
	

	Contact person
	Name:
Title:
Tel.
Fax. 
E-mail

	Stage 1 assessment objectives
	1. Assess the auditing organization's management system documentation;
2. Evaluate the auditing organization's location and site-specific conditions and to undertake discussions with the AO's personnel to determine the preparedness for the stage 2 audit;
3. Review the auditing organization's status and understanding regarding requirements of ISO/IEC 17021-1:2015 and IMDRF/MDSAP WG/N3 (2nd Edition) on Requirements for Medical Device Auditing Organizations for Regulatory Authority Recognition, in particular with respect to the identification of key performance or significant aspects, processes, objectives and operation of the management system;
4. Collect necessary information regarding the scope of the management system, processes and location(s) of the auditing organization, and related statutory and regulatory aspects and compliance (e.g. quality, environmental, legal aspects of the AO’s operation, associated risks, etc.);
5. Review the need for specific allocation of resources for stage 2 audit and agree with the AO on the details of the stage 2 on-site assessment audit;
6. Provide a focus for defining the assessment programme and planning the stage 2 on-site assessment-audit by gaining a sufficient understanding of the auditing organization's management system and site operations in the context of possible significant aspects;
7. Evaluate if the internal audits and management review are being planned and performed, and that the level of implementation of the management system substantiates that the AO is ready for the stage 2 on-site assessment-audit.

	
	· 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)

	Assessment date(s)
	Documentation review: 	YYYY-MM-DD
Assessment-audit: 	YYYY-MM-DD


2. Assessment Summary
	The outcome of the documentation review and on-site stage 1 audit shows:
	
	{Number} Non-conformities 

	
	{Number} Observation

	
	{Number} Issues requiring clarification 

	
	None of the above. 






3. Assessment Findings
	Non-Conformities (NC) { complete corresponding non-conformity forms [ref.]}

	1
	

	2
	

	3
	

	Observations

	1
	

	2
	

	3
	

	Issues requiring clarification

	1
	

	2
	

	3
	


{This section details all findings, including NC, observations, and issues requiring clarifications. 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.}

4. Recommendations with regards to Stage 2 On-Site Assessment
	Assessor(s) recommendation
		 Do not proceed with Stage 2 On-Site Assessment until Stage 1 Assessment findings are adequately resolved.

	

	 Proceed with Stage 2 On-Site Assessment. 




	Comments on this recommendation
	

	Additional recommendation regarding the establishment of the AO assessment programme
	



5. Assessors
	Assessor Name
	

	Regulatory Authority
	

	Assessor’s Role
	Assessment Team Leader

	Date
	

	Signature
	



	Assessor Name
	

	Regulatory Authority
	

	Assessor’s Role
	{Assessor, Subject Matter Expert, Observer}

	Date
	

	Signature
	


{Add as many Assessor as applicable}
6. Appendices
Appendix 1: List of interviewed individuals
Appendix 2: Assessment per objective

Appendix 1: List of Interviewed Individuals
	


{List individuals interviewed (full name, function/title)}

Appendix 2: Assessment per objective

1. Assess the auditing organization's management system documentation
	Are the quality policy and the necessary procedure established?
	

	Did the Auditing Organization adopt ISO 17021 option 1 or option 2 (compliance to ISO 9001)
	


Comments on reviewed documents relative to their compliance to applicable requirements 
	Document (AO application, management system manual, policies, top tier procedures, other as applicable)
	Comment

	
	

	
	


{Specify title, reference, and version}

2. Evaluate the auditing organization's location and site-specific conditions and to undertake discussions with the AO's personnel to determine the preparedness for the stage 2 audit
Comment on application matrix (coverage of all the requirements of IMDRF N3 + ISO/IEC 17021)
	



Comments on quality plan developed by the AO to adapt its management system to the recognition and monitoring criteria and its status of implementation
	



3. Review the auditing organization's status and understanding regarding requirements of ISO/IEC 17021-1:2015 and IMDRF/MDSAP WG/N3 (2nd Edition) on Recognition and monitoring of organizations undertaking auditing of medical device manufacturers, in particular with respect to the identification of key performance or significant aspects, processes, objectives and operation of the management system
Comments on understanding of significant requirements introduced by the IMDRF N3 documents
	Impartiality: 
	

	Competence requirements: 
	

	Contracts with manufacturers:
	

	Audit model:
	

	Audit report requirements or template:
	

	NC grading:
	

	Transmission of audit report and NC exchange form: 
	

	Content of certificates:
	



4. Collect necessary information regarding the scope of the Auditing Organization’s management system, processes and location(s) of the auditing organization, and related statutory and regulatory aspects and compliance (e.g. quality, environmental, legal aspects of the client's operation, associated risks, etc.)
Comment on scope of the management system
	



Management system processes as defined by the AO
	Are the MD Manufacturer QMS certification management system processes defined?
	

	Are the processes monitoring methods and criteria defined?
	



	Processes
	Scope
	Performance indicator(s)
	Objective(s)
	Process owner

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Key Activities Matrix
Identification of personnel and locations involved in the planning and performance of audit and certification services under MDSAP and supporting functions
	Activity
	Personnel and locations Involved

	Management System Development 

	Operational policy and objectives formulation
	

	Process development
	

	Procedure development
	

	Medical Device Manufacturer QMS Certification Process

	Sales / marketing
	

	Customer contact / receiving applications
	

	Application / contract review
	

	Assignment of auditors
	

	Assignment of reviewers
	

	Development / maintenance of audit programmes
	

	Planning audits
	

	Technical review / approval
	

	Registration decision
	

	Issuance of certificates
	

	Oversight of certification / surveillance activities
	

	Human Resources

	Competence of personnel
	

	Competence of auditors 
	

	Record location

	Location of HR records
	

	Location of auditor records
	

	Location of client records (see 17021-1:2015 9.9)
	

	Compatibility of audit report controls with requirements of the RA information system
	

	Monitoring of AO’s QMS / Accountability 

	Supervision of implementation of policies and procedures
	

	Provision of adequate resources for certification activities
	

	Profit and Loss (P&L) responsibility / accountability
	

	Use of External Resources

	Qualification and approval of external organizations/resources
	

	Oversight of external organizations/resources 
	

	Management

	Responsiveness to complaints and appeals
	

	Corrective Action and Preventive Action
	

	Internal Quality Auditing
	

	Management Review
	

	Management System
	

	Impartiality
	



Services offered by the AO and other branches of the corporation, other that the regulatory audit of medical device manufacturer
	Services offered by the AO
	

	Services offered by the corporation
	



Statistics on regulatory audits of Medical Device Manufacturers volume of activity
	Number of auditors
	

	Number of audits
	

	Number of audit days
	

	Average audit duration (auditor-day)
	

	Geographic distribution
	

	Rate of outsourced audits (external auditors or external organization)
	

	Share of regulatory audits of medical device manufacturers as compared to the overall audit activity of the AO.
	



Comment on critical locations and 
	Ability to assess critical functions from the head office
	

	Suggestions on priorities to include in the assessment programme
	



Additional site-specific information, as necessary 
	Facility name
	Facility address (City, Province or State, Country)
	# Employees (Total / Involved)[footnoteRef:1] [1:  Total # employees / # of employees involved in activities relating to the MDSAP recognition ] 

	Comment

	
	
	
	

	
	
	
	

	
	
	
	


{List facilities only if information differs from the application. Otherwise, replace the entire table by the statement “See application”} 

5. Review the need for specific allocation of resources for stage 2 audit and agree with the client on the details of the stage 2 on-site assessment audit;
Characteristics affecting the planning of Stage 2 on-site assessment-audit
	Language, need for interpreter
	

	Expertise
	

	Number of assessors
	

	Other
	



6. Provide a focus for defining the assessment programme and planning the stage 2 on-site assessment-audit by gaining a sufficient understanding of the auditing organization's management system and site operations in the context of possible significant aspects;
Additional recommendations for stage 2
	



7. Evaluate if the internal audits and management review are being planned and performed, and that the level of implementation of the management system substantiates that the client is ready for the stage 2 on-site assessment-audit.

	Did a full internal audit occur in the last 12 months? 
Does it take into account the MDSAP recognition requirements?
	

	Did a full management review occur in the last 12 months?
Does it consider the preparedness for the MDSAP recognition? 
	


{Note to the assessors: If at stage 1, MR or IA do not address the QMS evolutions and resources required to comply to the MDSAP, and their status of implementation, this should be reviewed during stage 2  identify that as issues requiring clarification}
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