Introduction
A scheme for an ISO 7101:2023 Lead Auditor exam would typically cover the following key areas, aiming to equip participants with the knowledge and skills to plan, conduct, report on, and follow up audits of Healthcare Quality Management Systems (HQMS) against the requirements of ISO 7101:2023 and ISO 19011 (Guidelines for auditing management systems) and iso 17021.
1. Scope, Role, and Code of Conduct
	Element
	Description

	Certification Title
	Healthcare Quality Management System (QMS) Lead Auditor - ISO 7101:2023.

	Scope of Certification
	Auditing Healthcare Quality Management Systems based on ISO 7101:2023, in compliance with ISO 19011:2018 (Auditing Guidelines) and ISO/IEC 17021-1:2015 & ISO/IEC 17021-3 (Requirements for certification bodies).

	Job and Task Description
	Responsible for planning, leading, managing, and reporting on the full audit process, ensuring all team members adhere to audit protocols and making objective conclusions regarding conformity.

	Required Code of Conduct
	The applicant must sign and adhere to the Auditor Code of Conduct, which strictly mandates integrity, objectivity, confidentiality, and professionalism. This includes avoiding conflicts of interest, not providing consultancy to certified bodies, and maintaining ethical conduct during all audit activities.



2. Initial Certification Criteria (Pre-requisites)
To be eligible for initial certification, the applicant must meet the following:
	Element
	Requirement

	Education
	University degree in the medical / health / healthcare administration field

	Professional Experience
	3 years of professional experience in a technical or managerial role 

	Mandatory Training
	1. Approved 40-hour 
-  ISO 7101:2023 Standard.
- Training in Audit principles according to iso 19011 & ISO/IEC 17021-1 (Requirements for CBs) and related parts (e.g., ISO/IEC 17021-3 for QMS). 

	Auditing Experience
	Evidence of participation in at least 3 full HQMS audits OR 
participation in at least 5 audits in any management system 



