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Audit agenda for [CRO/LABO] Quality, 
Data Management and Statistical Analysis Systems


	Audit requested by
	

	Audit purpose
	

	Audit date
	Tuesday, November 10, 2009

	Auditor/Audit team
	XX, SUNNIKAN Consulting, Lead Auditor (LA)
xx, SUNNIKAN Consulting, Auditor (A) 

	Audit location
	…
…
…

	Main audited processes
	Organization of the biometry department
Staff qualification and training of the biometry staff
Management of data management activities 
Management of statistical analysis activities
Computerized System Validation and IT security

	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)

FDA 21 CFR part 11 
Good Clinical Data Management Practices (Society for Clinical Data Management), latest version
Note for Guidance on Statistical Principles for Clinical Trials, CPMP/ICH/363/96 + addendum
GAMP 5 A Risk-Based Approach to Compliant GxP Computerized Systems, ISPE, 2008

	Agenda
	9h00 - 9h30	Opening meeting (LA & A): 
	- Purpose and scope of the audit
	- CRO presentation
9h30 - 12h30	Quality System (LA):
	- Review of the documentation related to the organization, staff 			qualification and training, SOPs system, Quality system
	- Quality Manager interview
	Data Management (A): 
	- Review of the documentation related to the process and 			computerized systems

12h30 - 13h30	Lunch

13h30 - 16h30	Facilities and security (LA):
	- Tour of facilities
	- Interview of the IT Manager or delegate
	Data Management (A): 
	- Review of the documentation related to the process and 			computerized systems
	- Head of Data Management or delegate interview	
	Statistical Analysis (LA):
	- Review of the documentation related to the process and 			computerized systems
	- Head of Statistical Analysis or delegate interview
16h30 - 17h00	Auditors compilation of notes (LA & A)
17h00 - 17h45	Closing meeting (LA & A)

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.

	Persons to meet
	Staff involved in the audited processes and particularly:
Quality Manager or delegate
Head of Data Management or delegate
Head of Statistical Analysis or delegate
IT Manager or delegate

	Documents to be reviewed
	Organizational chart(s)
Documentation related to staff qualification and training (CV, training records, etc.)
Documents related to Quality system (quality manual, procedures, records, etc.)
SOPs related to the audited operational processes
Documents related to the Computerized System Validation


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.
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