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Audit Agenda 
[Central Imaging Company]
Version x.0 dated Month dd, YYYY
	Audit requested by
	

	Trial
	

	Audit purpose
	The aim of this audit is to assess…

	Audit date
	

	Audit Team
	

	Audit location
	

	Main audited activities
	[Central imaging company] organization
Quality Management System
Staff qualification and training
Project management (including risk management, trial specific documentation management, communication and reporting to the sponsor, subcontractor's management…)
ECG / MRI / CT-Scan … central review and data management
Facility tour, equipment and material adequacy including IT tools if applicable
Security and business continuity

	Persons to meet
	Staff involved in the audited activities and processes, and particularly:
Quality Manager
Staff members involved in [name of the trial] related operational activities

	Main audit standards
	Declaration of Helsinki (2024)
ICH E6 (R2) "Note for guidance on good clinical practice", ICH, EMA 
GAMP 5, A Risk-Based Approach to Compliant GxP Computerized Systems, ISPE, 2008 
Good Clinical Data Management Practice, current version 
French Code of Public Health including French GCP
French data protection Law (Loi n° 78-17 du 6 Janvier 1978 relative à l'informatique, aux fichiers et aux libertés et ses modifications, France)
Clinical Trial Imaging Endpoint Process Standards - Guidance for Industry - Draft guidance, FDA, April 2018
The clinical evaluation of QT/QTc interval prolongation and Proarrythmic potential for non-antiarrythmic drugs, 12 May 2005	Comment by Lobna Miftah-Alkhair: Pour la relecture d'ECG (études QT/QTc)
Contract / list of requirements between LABO PHARMA and [Central imaging company]
Applicable version of the Clinical Trial Protocol
If applicable, any trial-specific procedure / working instruction

	Main documentation concerned
	Organizational chart(s)
Documentation related to staff qualification and training (SOPs, personal files including CVs, signed Job Descriptions, training records, etc.)
Documents related to quality system and audited activities (SOPs, records, etc.)
Documentation related to ECG central review and to data management
Documentation related to computerized systems validation regarding IT tools used for measures and results

	Agenda
	"Name of the study" documentation review and interviews of staff involved in the clinical trial will be assessed/conducted depending on the staff availability all along the day.

	
	09:15 – 09:45
	Opening meeting:
Purpose and scope of the audit
Brief presentation of [Central Imaging company]
[Central Imaging company] organization for the [name of the study ]trial

	
	09:45 – 11:30
	Quality management system – Staff qualification and training

	
	11:30 – 12:30
	Project management

	
	12:30 – 13:30
	Lunch Break

	
	13:30 – 15:00
	Central Imaging Analysis process:
Human resources
Study-specific procedures (Charters, Guidelines, Manual for Investigators…)
Imaging at investigational sites and images retrieval,
Analysis process (ECG / CT/MRI)
Quality Control and variability assessments

	
	15:00 – 16:00
	Data management and computerized systems validation

	
	16:00 – 16:45
	Facility tour, equipment and material adequacy including IT tools

	
	16:45 – 17:15
	Security and business continuity

	
	17:15 – 17:30
	Auditor's compilation of notes

	
	17:30 – 18:00
	Closing meeting


If a Confidentiality Disclosure Agreement has to be signed by Sunnikan prior accessing to any documents/information, the CDA should be sent at least 5 working days prior to the audit, for review by Sunnikan legal before signature by Sunnikan authorized representative. 
Sunnikan auditors are not authorized to sign such a CDA during the audit.
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