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Audit agenda 
for Quality and Operational Systems 
of _
Dated _
	Audit requested by
	

	Audited study
	

	Audit purpose
	The aim of this audit is to assess the quality and operational systems of LABO Pharma, to ensure LABO Pharma is able to fulfill the duties and functions related to clinical trial conduct / delegated by XXX for the clinical trials conduct.

	Audit dates
	

	Auditor 
	, Auditor, Sunnikan Consulting

	Audit location
	

	Main audited processes
	Quality Assurance 
Staff qualification and training 
Project management (including documentation management)
Vendors management
Clinical operations
Clinical trial safety 
Data management 
Statistical analysis 
Medical writing 	Comment by Catherine MERAT: revoir la terminologie ou mettre plus de détail ?
Computerized systems validation for data management and statistical analysis tools
Facilities (access and security)

	Main audit standards
	Good Clinical Practices (CPMP/ICH/135/95)
European Regulations and recommendations, including Directive 2001/20/EC

	Persons to meet
	Staff involved in the audited processes and particularly:
Head of Quality Assurance or delegate
A representative of the Human Resources Department or any other relevant person (e.g.: responsible for training system)
Head of Project Management or delegate
Head of Clinical Operations or delegate, and monitoring team representative
Regulatory Manager or delegate
Head of Data Management or delegate
Head of Statistics or delegate
Head of Clinical Trial Safety or delegate
Head of Medical Writing or delegate
IT Manager or delegate
Responsible for the security of facilities

	Main documents to be reviewed (non-exhaustive list)
	Organizational chart(s), Standard Job Descriptions and related procedures if any,
Documentation related to staff qualification and training (SOPs, personal files including CV, Job Descriptions, training records, etc.)
Documents related to quality system (quality manual, procedures, records such as audit programs, SOP training record, action plans, etc.)
SOPs related to the audited operational processes
SOPs and/or other documents related to the Security Management (physical and logical security, Business Continuity Plan…)
Vendor contracts / specifications / work order
All documents requested by the Auditor during the audit as an evidence of processes, auditees' statement, study conduct, must be provided to the Auditor within 1 hour. It is assumed that most of the requested documents are filed in the trial TMF or in staff records.	Comment by Catherine MERAT: suggestion
All the documentation above must be available for auditor review during the X-day audit.

	Agenda
	Day 1

	9:30 – 10:00
	Opening meeting:
Purpose and scope of the audit
LABO Pharma / CRO organization presentation (10 slides max., global footprint presentation is not expected)

	10:00 – 12:30
	Quality System:	
Review of the documentation related to the SOPs system, Quality Management system, Continuous Improvement System
Interview of the Head of Quality Assurance

	12:30 – 13:30
	Lunch

	13:30 - 15h00
	Staff qualification and training
Review of the documentation related to the organization and resources management, staff qualification and training,
Interview of the Human Resources Representative

	15:00 - 16:00
	Project Management System:
Review of the documentation
Interview of the Head of Project Management

	16:00 - 18:00
	Clinical Operations System (part 1):
Review of the documentation related to the Investigator's management, Clinical study documents management, Feasibility and site selection, study set-up, monitoring and study follow-up, CRF management, IMP management,
Interview of the Head of Clinical Operations and monitoring team representative

	
	Day 2

	9:30 - 10:30
	Clinical Operations System (part 2):
Review of the documentation related to the administrative and regulatory steps
Interview of the Regulatory Manager

	10:30 - 12:30
	Clinical Trial Safety System:
Review of the documentation related to the Clinical Trial Safety
Interview of the Head of Clinical Trial Safety

	12:30 – 13:30
	Lunch

	13:30 – 14:30
	Vendors Management System:
Review of the documentation related to the Vendors Management
Interview of the Head of Project Management

	14:30 - 18:00
	Data Management System:
Review of the documentation related to the Data Management activities and the related computerized systems
Interview of the Head of Data Management or delegate, and IT Manager

	
	Day 3

	9:30 - 12:30
	Statistical Analysis System:
Review of the documentation related to the statistical analysis, activities and computerized systems
Interview of the Head of Statistical Analysis or delegate, and IT Manager

	12:30 - 13:30
	Lunch

	13:30 – 15:30
	Medical Writing System:	Comment by Catherine MERAT: revoir la terminologie ou mettre plus de détail ?
Review of the documentation related to the medical writing activities
Interview of the Head of the Medical Writing Department

	15:30 - 16:30
	Facilities and security:
Tour of facilities
Review of the documentation related to the security management
Interview of the IT Manager and/or Responsible for the security of facilities

	16:30 - 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, depending on the progress of the audit.


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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