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[Auditee]
Sponsor Audit Agenda 
XXX Study
Dated September 02, 2015
	Audit requested by
	

	Study
	

	Audit purpose
	The aim of this audit is to assess the management of the XXX Study by the Sponsor, in order to guarantee:
the patients' safety and the respect of their rights,
the compliance with applicable regulations,
the collect of reliable (accurate) and complete data.

	Audit dates
	

	Auditor 
	

	Audit location
	

	Audit scope
	Study organization
Quality Management System (including continuous improvement system)
Sponsor's staff organisation, qualification and training
Study overall management process, including:
delegation of responsibilities
processes in place for communication, review, validation, impact analysis, escalation, decision…
study management plans: Quality Management Plan, Imaging Plan, Monitoring Plan, Safety Plan, Monitoring Plan, Data Management Plan, Statistical Analysis Plan…
specific processes, such as: regulatory compliance, safety management, management of documents (including version control, translation)…
Partners and service providers management (follow-up, document review and approval), and the related documentation (contracts, list of delegated tasks or equivalent…)
Study documentation management (organization of the Trial Master File, TMF reconciliation before archiving…)
Security (tour of facilities)

	Main audit standards
	Helsinki Declaration (2024)
ICH Guidelines
ICH E6 Good Clinical Practice
ICH Q9 Risk Management
European and French regulations

	Persons to meet
	Main staff involved in the study and particularly persons in charge of:
the Clinical Project Manager
the Medical Director
the Safety Manager
the Quality Assurance Manager
the Data Manager
the Statistician…

	Main documents to be reviewed
	Quality Management System documentation
Personnel records
Clinical trial Standard Operating Procedures
Study Trial Master File
Note: the documentation above should be available during the X-day audit.

	Agenda
	Day 1 - 
09:30 – 10:00	Opening meeting (Purpose and scope of the audit)
10:00 – 11:00	Study organisation
11:00 – 13:00	Sponsor's staff organisation for the study - Personnel qualification and training
13:00 – 14:00	Lunch
14:00 – 18:00	Study overall management process

Day 2 - 
09:00–- 09:15	Tour of facilities
09:15–- 13:00	Partners and service providers management
13:00 – 14:00	Lunch
14:00 – 17:00	Study documentation management
17:00 – 17:30	Auditor compilation of notes
17:30 – 18:00	Closing meeting

	Agenda
	09:30 – 10:00	Opening meeting (Purpose and scope of the audit)
10:00 – 13:00	Study organisation, sponsor's staff organisation for the study, personnel qualification and training, study overall management process
13:00 – 14:00	Lunch
14:00 – 17:15	Study overall management process (cont'd), partners and service providers management, study documentation management
17:15 – 17:30	Auditor compilation of notes
17:30 – 18:00	Closing meeting
The agenda is flexible and could be discussed during the opening meeting to be adapted to attendees' availabilities.
The agenda could also be revised by the Auditor during the audit as necessary.


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.
_____
	Sunnikan Consulting
231 rue La Fontaine
94120 Fontenay-sous-Bois, France
	+33 (0)1 55 97 13 13
contact@sunnikan.com
www.sunnikan.com
	Sunnikan Consulting
SAS au capital de 100 000 €
RCS Créteil B 409 032 240 NAF 7490 B


Sunnikan Consulting / A_EC_Sponsor_Agenda_En.docx / Printed on 16 December 2024/ Page 1/2
Sunnikan Consulting / A_EC_Sponsor_Agenda_En.docx / Printed on 16 December 2024/ Page 2/2
image1.wmf

