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Audit Agenda
Study XXXX – LABO Pharma
Site NNNN- Investigator
Location of the audit
Dated xxxxx
	Audit requested by
	LABO Pharma

	Audited trial / clinical investigationStudy 
	…

	Audit purpose
	The aim of this audit is to:
assess the patients' safety and the respect of their rights,
check compliance with the protocol, the study-specific procedures, the relevant Good Clinical Practices guidelines and regulations,
and assess data accuracy and quality.

	Audit dates
	

	Auditor
	Sunnikan Consulting, Auditor

	Audit location
	– Investigator
Hospital ...
Address

	Audit scope
	Site organization, site facilities
Site staff qualification and training
Patients' protection respect
Trial management by study team (patients' recruitment, informed consent process, Investigational Medicinal Products (IMP) management, clinical follow-up, data collection and CRF recording, serious adverse events management, …)
Quality of collected data
trial / clinical investigation documentation (Investigator Files) management
The consistency between (e)CRF data and source data will be reviewed for a selection of patients

	Main audit standards
	Declaration of Helsinki (2024)
European Regulations and recommendations, including Regulation n°536/2014 on clinical trials on medicinal products for human use
ICH Guideline for Good Clinical Practice, E6(R2)
French Public Health Code 
Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data (General Data Protection Regulation, GDPR)
French data protection law (Loi n°78-17 du 6 janvier 1978 relative à l'informatique, aux fichiers et aux libertés, version 1er juin 2019)
Trial-specific procedures 
The applicable versions of the Clinical Trial Protocol and Amendments.

	Persons to meet
	Principal Investigator
Site staff members, including the pharmacist if applicable

	Main documents/
materials to be reviewed
	Investigator File
Informed Consent Forms (ICF)
Case Report Forms (web access)
Documentation related to Serious Adverse Event(s) if any
Patients' medical records
Investigational Medicinal Products

	Agenda
	Day 1 – Date
09:00 - 09:30	Opening meeting: Purpose and scope of the audit
to be arranged	Interview of Principal Investigator and key staff
	Informed Consent Forms: review of 100%
	Investigator Site File: review
	Lunch
	IMPs and medical devices: review of storage and dispensing
	e-CRF: review against source data
17:00 	end of first day

	
	Day 2 – Date
09:00	e-CRF: review against source data
to be arranged	Lunch
16:00 - 16:30	Preparation of closing meeting
16:30 - 17:00	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, depending on the progress of the audit.


If a Confidentiality Disclosure Agreement (CDA) 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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