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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.	Comment by Lobna Miftah-Alkhair: Qualification audit

The aim of this audit is to assess the performance of activities entrusted to CRO according to:	Comment by Lobna Miftah-Alkhair: CROFollow-up audit
the applicable regulations,
the Trial Protocol and associated trial documents and plans,
the applicable Standard Operating Procedures,
the Specifications/ Contract between CRO and LABO PHARMA.

	Audit dates
	

	Auditor 
	, Auditor, Sunnikan Consulting

	Audit location
	

	Main audited processes
	Quality Management System
Staff qualification and training
Selection and qualification of service providers
Review of subcontracted activities and corresponding documentation (procedures, records…):
Medical writing / Preparation of trial documents (Protocol, Case Report Form, Patient diary, Information Note and Consent Form, Clinical Study Report...),
project management (resources, risk management, tools, communication, reporting to the Sponsor, TMF management…),
regulatory and administrative steps,
site management and monitoring (selection, set-up and investigator's meeting, contracts and fees management, monitoring activities, closure),
trial vigilance,
coordination and oversight of vendor in charge of central imaging,	Comment by Lobna Miftah-Alkhair: relecture d'imagerie centralisée
management of biological samples,
data management, including provision and management of a validated Electronic Case Report Form including validation of corresponding computerized systems,
statistical activities and computerized systems validation,
Security and business continuity,
Personal data protection, covering the following aspects:
Implementation of the requirements in CRO quality system (responsibilities and general process)
overall review of the documentation process for a clinical trial.

	Main audit standards
	Declaration of Helsinki (2024)
French public health code
ICH E6 (R2) "Note for guidance on good clinical practice", ICH, EMA
Directive 2001/20/CE and associated guidances/guidelines
Regulation 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC
Guidelines on Good Clinical Practice specific to Advanced Therapy Medicinal Products, 10 October 2019	Comment by Lobna Miftah-Alkhair: applicable si le produit est un ATMP
Reflection paper for laboratories that perform the analysis or evaluation of clinical trial samples", EMA, February 2012
Clinical Trial Imaging Endpoint Process Standards-Guidance for Industry, FDA, April 2018
ICH E3, "Structure and Content of Clinical Study Reports", CPMP/ICH/137/95
ICH E9 "Note for Guidance on Statistical Principles for Clinical Trials", CPMP/ICH/363/96
ICH E9 (R1) addendum on estimands and sensitivity analysis in clinical trials to the guideline on statistical principles for clinical trials
Good Clinical Data Management Practices, SCDM, last version
GAMP 5, A Risk-Based Approach to Compliant GxP Computerized Systems, ISPE, 2022
Good Practice Guide: Validation and Compliance of Computerized GCP Systems and Data, Good eClinical Practice, ISPE, December 2017
Guideline on computerised systems and electronic data in clinical trials, GCP IWG, EMA, 9 March 2023
Data Protection regulation
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, and repealing Directive 95/46/EC (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 modifiée par la loi n°2004-801 du 6 Août 2004 et consolidée au 14 mai 2009 and applicable benchmark methodology)
Work Order / Contract between LABO PHARMA and CRO
Applicable version of the Protocol and Operational Plans

	Persons to meet
	Staff involved in the audited processes
Staff involved in the trial (operational activities)

	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
Trial documentation (Trial Master File, tracking forms…)
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. Inability to provide required documentation in a timely manner could be considered as an obstruction and lead to a finding.	Comment by David MARCEREUIL: Pour les audits de gros CRO (ou de prestataires pour lesquels on craint un problème de partage de documents a posteriori (mise à disposition sur un espace de partage)), essayer d’anticiper dans l’agenda en :
se basant sur les  aménagements faits dans l’agenda de la mission 2023-173,
prévoyant un / des créneaux spécifiques de revue documentaire (fin de journée, ½ jour…),

Points d’attention :
Prévoir un créneau ultérieur pour discuter des points sujet à question/ observation potentiel
Avoir le temps nécessaire prévu dans le devis avec le client ?
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 / Preparation of trial documents:
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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