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Medical Device Lead Auditors 

Certification Course  
 

Gsap Certification Training Accredited by ISQ - Israel Society for Quality & Innovation 

 
PURPOSE  

This comprehensive certification course equips participants with the knowledge, methodology, 

and practical skills required to plan, conduct, manage, and close first-, second-, and third-party 

audits of medical device quality management systems. The course is grounded in ISO 

13485:2016 requirements and fully aligned with the updated guidelines of ISO 19011:2026, 

including expanded guidance on remote auditing methods, digital auditor competencies, 

emerging technology in auditing, and strengthened requirements for supplier (second-party) 

audits. 

TARGET AUDIENCE  
Designed for quality management system auditors and professionals leading organizational ISO 

13485 conformance activities. Perfect for those involved with their organization’s internal 

auditing process who wish to broaden their understanding of the total audit process. 

Recommended for anyone heavily involved in supplier quality assurance activities. 

This course is invaluable for: 

• Quality professionals responsible for conducting and leading medical device QMS 

audits 

• Internal auditors seeking formal certification and structured methodology 

• Quality engineers and managers responsible for supplier quality and vendor oversight 

• Personnel managing quality system compliance programs 

• RA/QA professionals seeking to expand their auditing scope to second- and third-

party audits 

• Anyone preparing for ISO 13485 certification audit activities 

COURSE PREREQUISITES 
• Participants must read and be familiar with ISO 13485:2016 before attending 

• Participants must have a laptop or tablet for exams, exercises, and homework 

submissions 

• Prior experience in quality, regulatory, manufacturing, validation, or supplier 

management is an advantage 

COURSE FORMAT & SCHEDULE 
 

Format 3 full-day in-person sessions + Final Certification Exam 

Duration 32 academic hours 

Daily Hours 9:00 – 17:00 (Days 1-3, including daily assessments) 

Final Exam Day 3, 15:00 – 17:00 
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MAJOR TOPICS COVERED 

 

ISO 13485:2016 

•  QMS structure, documentation requirements, and regulatory purpose 

•  Clause-by-clause requirements relevant to auditing (Clauses 4-8) 

•  Process approach and PDCA methodology as the audit lens 

•  Risk-based approach to QMS and audit planning 

 

ISO 19011:2026 - Auditing Fundamentals & New Requirements 

•  Auditing principles, terms, and definitions (including new definition: remote auditing 

method) 

•  Managing the audit program - scope, risks, opportunities, and objectives 

•  Audit types: first-, second-, and third-party audits 

•  Audit methods - on-site, remote, and combined approaches 

•  Auditor competency requirements including digital and remote auditing skills (Clause 7 - 

updated 2026) 

•  Emerging technology in auditing: AI-based tools, cloud platforms, eQMS, video 

conferencing 

•  Data protection and information security in auditing contexts 

 

Planning & Executing Audits 

•  Audit initiation: contact with auditee, feasibility, scope, objectives, and criteria 

•  Risk-based audit planning and influencing factors 

•  Developing audit plans, work documents, and checklists using the process approach and 

turtle diagrams 

•  Reviewing documented information - the 4C framework 

•  Opening meeting: structure, conduct, and communication tone 

•  Communicating during an audit - progress reporting and no-surprises principle 

•  Collecting and verifying objective evidence - sampling, site tour, document review 

•  Interviewing techniques, active listening, and question types 

•  Managing difficult situations and non-cooperative auditees 

 

Remote Auditing Methods (ISO 19011:2026 Annex A.16) 

•  Conducting remote audits: planning, execution, and evidence collection without physical 

presence 

•  Digital tools: video conferencing, secure portals, cloud-based eQMS, screen sharing 

•  Site tours via drone and remote observation technologies 

•  Managing remote audit teams and real-time documentation 

•  Challenges unique to remote auditing and how to address them 

 

Supplier (Second-Party) Audits (ISO 19011:2026 Annex A.12) 

•  Supplier qualification framework under ISO 13485:2016 Clause 7.4 

•  Risk-based approach to supplier categorization and audit frequency 

•  Planning and executing supplier audits: scope, critical processes, and what to audit 

•  Supplier audit responsibilities of the lead auditor 

•  Second-party audit guidance per updated ISO 19011:2026 Annex A.12 

mailto:gstudy@gsap.co.il
http://www.gsap.co.il/


 

Syllabus, Rev.5 

Gstudy Contact Information:  gstudy@gsap.co.il  

2 Sha'ar Palmer St, Portwon Building 1, Haifa, Israel 3100002, POB 84| www.gsap.co.il 

 

Audit Findings, Conclusions & Closure 

•  Generating and writing nonconformities: structure, objectivity, and traceability 

•  Nonconformity grading systems: GHTF grading and MDSAP grading 

•  NC grading criteria - definition and communication requirements (ISO 19011:2026) 

•  Observations and Opportunities for Improvement (OFI) 

•  Determining audit conclusions 

•  Closing meeting: conduct, structure, and no-surprises principle 

•  Audit report: content, preparation, and distribution to previously determined parties 

•  Completing the audit and audit follow-up 

•  How to manage an audit as the auditee - tips and strategies 

LEARNING ASSESSMENT 

 

Assessment Component Weight Details 

Daily quizzes (3 quizzes) 30% 10% each, administered at the end of each day 

Practical exercises & participation 30% Class and home exercises, simulations, group 

activities 

Final certification examination 40% Day 3, 15:00-17:00  

 

DETAILED COURSE AGENDA 
 

Day 1  

QMS Foundations • Auditing Framework • ISO 19011:2026 Introduction 

Session Kick-Off • Introductions 

• Course objectives and expectations 

 

MD-QMS Introduction and Process 

Approach 

• Purpose and benefits of MD-QMS-Requirements for Regulatory 

Purposes, including understanding of the basic MD-QMS Terms, 

Fundamentals and Principles 

• Process and risk-based approach 

• ISO 9001:2015 vs. ISO 13485:2016 - Key differences and medical 

device specificity 

• ISO 13485:2016 clause-by-clause overview relevant to auditing 

(Clauses 4-8): 
→ Clause 4: QMS general requirements, documentation, risk-based approach 

→ Clause 5: Management responsibility, policy, objectives, management review 

→ Clause 6: Resource management (personnel, infrastructure, work environment) 

→ Clause 7: Product realization - purchasing, design, production, traceability, CAPA 

→ Clause 8: Measurement, monitoring, internal audit, nonconformity, CAPA 

• Mandatory documented information under ISO 13485:2016 

•  Process approach and PDCA as the auditor's lens 
→ Identifying and mapping processes (inputs, outputs, interactions) 

→ Six defining questions for every process 

→ Process approach per ISO 13485:2016 Clause 0.3 and Clause 4.1.2 

• Risk-based approach to QMS and its implications for auditing 

Auditing Fundamentals (ISO 

19011:2026) 
• Key terminology: audit, audit criteria, audit evidence, audit findings, 

audit conclusions 

• New: remote auditing method (Clause 3.4) 

• Audit principles (Clauses 4.2-4.8 
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DETAILED COURSE AGENDA 
 

• Types of audits: first-party (internal), second-party (supplier), third-

party (certification/regulatory) 

• Managing an audit program (Clause 5) 

• Audit programmed inputs: technology, digital tools, climate change 

considerations (new in 2026) 

• Selecting audit methods based on impact on the auditee 

• Audit team composition: lead auditor, auditors, technical experts 

• Risk-based approach to auditing - influencing planning, conducting, 

and reporting 

• Process approach to auditing - examining process interactions, not 

just clauses 

 

 

Auditor Role and Responsibilities  
• The lead auditor's responsibilities: planning, team management, 

communication, conclusions 

• Auditor responsibilities and expected conduct 

• The auditee's roles and responsibilities during an audit 

• Auditor competency (Clause 7 - ISO 19011:2026 updated 

requirements): 
→ Knowledge and skills: technical, QMS, regulatory, auditing methodology 

→ Digital and remote auditing competency (new in 2026): remote auditing methods, 

digital communication technologies, electronic information handling, remote 

collaboration tools 

→ Understanding of emerging technologies as audit tools (AI, cloud platforms, eQMS) 

and as audit objects 

→ Data protection and information security awareness 

→ Continual professional development and periodic competency evaluation 

• Auditor's personal behaviors 

 

ISO 19011:2026 Clause 6 - Audit 

Activities Overview 
• Overview of Clause 6 - Conducting the audit: process flow 

• Audit methods (on-site, remote, combined) - Table A.1 updated in 

2026 

• Audit plan - purpose, structure, and presentation to audit client and 

auditee 

• Audit evidence, audit findings, and audit conclusions - definitions 

and relationships 

• Initiating the audit (Clause 6.2): 
→ Establishing contact with the auditee: what to confirm and agree 

→ Determining the feasibility of the audit 

→ Pre-audit information requirements 

• Identifying risks and opportunities related to the audit plan 

 

Exercises / Workshop 

 
• Exercise: QMS Process Sequence and Interaction 

Mapping QMS processes and their interactions; developing process-based thinking as the 

foundation for effective auditing. 

• Exercise: Audit Classification 
Distinguishing between first-, second-, and third-party audits across key dimensions: purpose, 

formality, duration, and auditor authority. 

• Homework - Exercise: Pre-Audit Preparation 
Planning the audit before arrival: pre-audit information requirements, initial contact with the 

auditee, and risk identification for the audit. 

• Group discussions 
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DETAILED COURSE AGENDA 
 

Daily Assessment  • Quiz / Homework 

 

Day 2  
Audit Preparation • Conducting the Audit • Supplier Audits 

Session Kick-Off • Summary of previous session  

• Exercise discussion  

Preparing Audit Activities (Clause 6.3) • The audit as a coordinated process - time allocation 

• Reviewing documented information prior to the audit (Clause 6.3.1): 
→ Determining inherent risks associated with the organization 

→ Desktop review of QMS documentation, policies, procedures 

• Audit planning in depth (Clause 6.3.2): 
→ Risk-based audit planning and influencing factors 

→ Objectives, scope, and criteria 

→ Scheduling, locations, and resource requirements 

→ Identifying risks and opportunities at the planning stage 

→ Joint audit considerations (new in ISO 19011:2026) 

• Responsible use of AI tools in auditing: rules, limitations, and 

professional judgment requirements (ISO 19011:2026 Clause 7) 

• Assigning work to the audit team (Clause 6.3.3): 
→ Lead auditor responsibilities in team coordination 

→ Roles of guides and observers 

• Preparing work documents (Clause 6.3.4): 
→ Auditor Checklist structure and development 

→ Turtle diagram approach to process auditing 

→ Sampling strategy and document review planning 

Opening & Communication (Clause 6.4) • Opening meeting - What to cover & Tips 

• Auditor tone-setting, credibility 

• Communicating during the audit (Clause 6.4.4): 
→ Lead auditor communication to team, auditee, and audit client 

→ Communicating significant findings and obstacles during the audit 

• Communication in difficult situations 

• Strategies for maintaining audit integrity under pressure 

Collecting &Verifying Information 

(Clauses 6.4.5-6.4.7) 

• Collecting and verifying information - Sampling 

• Reviewing Documented Information; Note Taking  

• Site Tour- Collect Evidence Through Observations 

Conducting Audit Activities • Process approach to auditing vs. elements approach 

• Reviewing documented information while conducting the audit 

(Clause 6.4.7): 
→ The 4C framework: Correct, Consistent, Complete, Current 

→ Determining conformity and gathering audit evidence 

• Collecting and verifying information (Clause 6.4.5): 
→ Sampling: types, strategy, and risk-based approach 

→ Note-taking and evidence documentation 

Supplier Audit • Regulatory basis: ISO 13485:2016 Clause 7.4 - Purchasing and 

supplier control 

• Supplier qualification  

• Supplier audit types: on-site, remote, and documentation-based 

• Risk-based approach to supplier audit scope and frequency 

• Critical supplier processes and what to audit 

• Supplier Audit Plan  
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DETAILED COURSE AGENDA 
 

• Lead auditor responsibilities specific to supplier audits 

 
Remote Audits • Remote audits (Annex A.16, ISO 19011:2026): 

→ Suitability assessment 

→ Risk assessment and method selection 

→ Technological readiness assessment 

→ Planning a remote audit: technology readiness, information access agreements, 
security 

→ Conducting remote interviews and evidence collection 

→ Challenges and mitigations unique to remote auditing 

Exercises/Workshop • Exercise: Creating an Audit Agenda using AI - applying responsible AI use in practice 

Building a risk-based internal audit agenda for a manufacturing scenario, while applying 

responsible AI use per ISO 19011:2026 Clause 7 - including verification against the standard, AI 

limitations, and professional judgment requirements. 

• Exercise: Process Approach Work Documents - Turtle Diagram and Checklist. 
Developing a turtle diagram for a selected process and building a checklist of at least 8 audit 

questions with ISO 13485:2016 clause references. 

• Exercise: Checklist Development - Management Review and Site Tour.  

Developing audit checklists for a management review session and a site tour, with a minimum of 

15 questions each. 

• Exercise: Opening Meeting Simulation.  

Identifying the required agenda items for an opening meeting and understanding the purpose of 

each, through a whole-class simulation. 

• Exercise: Reviewing Documented Information - C4 Framework 

Critically reviewing two QMS procedures using the 4C framework (Correct, Complete, Consistent, 

Current) and identifying specific findings in each category. 

•   Group discussions 

Daily Assessment  • Quiz / Homework 

Day 3  
Communication Skills - Auditor Attitude• Audit Findings & Conclusions • Closure 

Session Kick-Off • Summary of previous session  

• Exercise discussion  

Communication Skills - Auditor Attitude • Audit communication: effective communication as the foundation of 

evidence collection 

• Auditor attitude: professional goals, objectivity, and handling 

personal bias 

• Creating the right interview environment; establishing trust 

• Interviewing techniques 

• Handling difficult auditee situations and resistance 

• Effective communication and interviewing (Clause 6.4.5 continued): 
 Interview purpose and planning 

 Question types 

 Active listening and non-verbal cues 

 Common interview mistakes and how to avoid them 

 Reading non-verbal cues and body language in audit interviews 

 

Collecting Evidence & Site Tour 

Observations 
• Structured approach to site tour: pre-defined observation points 

• Collecting physical evidence 

• Translating observations into documented audit evidence 

• Distinguishing between observations, findings, and nonconformities 

• Real-time documentation during the site tour 

• Remote site tour considerations: drone technology, video 
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DETAILED COURSE AGENDA 
 

walkthroughs, screen sharing 

 

Audit Findings 
(Clause 6.4.8 & Annex A.18) 

• Generating audit findings: what constitutes a finding 

• Structure of a well-written nonconformity: 
 Requirement (audit criterion) 

 Objective evidence (what was observed/documented) 

 Statement of nonconformity 

• The 'gut feeling is not a nonconformity' principle 

• Findings: major, minor, observation, OFI 

• NC grading systems 

• Defining and communicating NC grading criteria to the audit client 

(new in 2026) 

• Opportunities for Improvement (OFI) - definition and appropriate 

use 

Audit Conclusions &Closing Meeting • Determining audit conclusions: 
 Evaluating the degree of conformance with audit criteria 

 Considering audit objectives and whether they were achieved 

 Identifying risks identified during the audit 

 Communicating risks to the audit program manager, the audit client, and the auditee 

• Content of audit conclusions and how to present them 

• Preparation for the closing meeting 

• Conducting the closing meeting (Clause 6.4.9): 
 Content and sequence 

 Presenting findings 

 Handling disagreements during the closing meeting  

 Tips for a professional and constructive closing  

Audit Report, Completion & Follow-Up 

(Clauses 6.5-6.7) 
• Audit report content requirements (Clause 6.5) 

• Preparing and distributing the audit report to previously determined 

parties (updated in 2026) 

• Completing the audit (Clause 6.6): record retention and 

confidentiality 

• Audit follow-up and CAPA requirements (Clause 6.7) 

 

Exercises/Workshop • Exercise: Audit Scenario Analysis: Identifying Auditor Mistakes 

Analyzing a full audit scenario to identify professional errors in planning, conduct, evidence 

collection, finding documentation, objectivity, and ethics. 

• Exercise: Generating Audit Findings 

Practicing the identification and documentation of nonconformities based solely on objective 

evidence, including the distinction between a suspicion and a valid audit finding. 

Session Wrap-Up • Course recap and key takeaways 

• Participant feedback 

• Final exam instructions and logistics 

Final Exam 

 

Exam -    15:00-17:00 
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