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Audit agenda 
Assessment of XXX's Quality System according to ISO 9001:2015

Version 1.0, dated 14 septembre 2022
	Audit requested by
	XXX

	Audit purpose
	The aim of this audit is to assess the Quality Management System (QMS) and the operational processes of XXX regarding the ISO 9001:2015 standard

	Audit date
	XX Month 20XX, from Xh until Xh

	Auditor
	XXX, Auditor, Sunnikan Consulting

	Audit location
	XXX
Address
Address

	Audit scope
	All the chapters of the ISO 9001:2015 standard wil be reviewed during the audit

	Main audit standards
	ISO 9001:2015: Quality Management Systems - Requirements	Comment by Annabelle SAILLY: A ajouter : 
- General organisation of the audited organisation (context, challenges, strategic orientation and stakeholders)
- Leadership, quality policy and objectives
- Applicable quality management system, including :
process control
risk and opportunity management
control of changes - elements of continuous improvement: audits, regulatory monitoring, non-conformity management system, customer satisfaction, etc.
management review
- Staff qualification and training: CVs, job descriptions, training records
- Management of the delegation of activities: potential partnerships and subcontracting
- Control of operational processes
- Validation of computerised systems, security and business continuity (review limited to general process and validation reports)

	Main persons to meet
	Staff involved in the audited activities, in particular:
Top Management,
Quality Manager,
Process experts.

	Documentation reviewed (non-exhaustive list)
	Organizational chart,	Comment by Annabelle SAILLY: A remplacer par 
- Organisation chart, index of quality documents, Quality Manual (and policy and objectives, if not included in the Manual), process sheets
- Procedure(s) related to the management of procedures and records
- Procedure(s) relating to the continuous improvement system (audits, non-conformities, quality controls, monitoring, customer complaints, etc.)
- Procedure(s) related to the staff qualification and training
- Procedure(s) related to risk management 
- Procedure relating to the selection, qualification and monitoring of subcontractors
- Procedure for Executive Board (or equivalent, such as Quality Review) and final report if possible
- Operational  procedures related to the management of a clinical trial
- Business continuity / recovery plan

Study documents to provide a concrete example of the processes audited (selected by sampling on the day of the audit)
Cartography of processes,
Process cards,
List of applicable procedures,
Quality Manual,
Quality Policy,
Quality and operational procedures related to the activities within the audit scope,
Eventually, files of the trial(s) chosen as support for the audit.

	Agenda
	Day 1: XX Month Year
9:00 – 9:15	Opening meeting	
- Audit purpose and scope
9:15 – 10:30	Review of the processes related to the following chapters of the ISO 9001:2015 standard:
- Chapter 4 "Context of the organization"
- Chapter 5 "Leadership"
10:30 – 12:30	Global architecture of the QMS
- Review of the documentation related to the QMS (Qualiy Manual, Cartography of processes, process cards, SOPs, records…): chapter 7 "Support"
- Review of the process related to the chapter 6 "Planning"
12:30 – 13:30	Lunch
13:30 – 15:30 	Review of the process related to the organization, qualification and training of the staff: chapter 7 "Support"
15:30 – 16:00	Reviex of the  processus related to  validation of computerised systems, security and business continuity
chapitre 7 "Support"
16:00 – 18:00 	Control of operational processes
- Review of the operational processes: chapter 8 "Operation"
Day 2: XX Month Year
9:30 – 12:30 	Control of operational processes 
- Review of the operational processes: chapter 8 "Operation"
12:30 – 13:30	Lunch
13:30 – 17:00 	Review of the processes related to the following chapters of the ISO 9001:2015 standard:
- Chapter 9 "Performance evaluation"
- Chapter 10 "Improvement"
17:15 - 17:30	Preparation of the closing meeting
17:30 - 18:00	Closing meeting
This agenda is flexible and can be adapted to the availability of staff and the progress of the audit.
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