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Bioanalysis Laboratory Audit Agenda 
LABM
Version dated 01 August 2024
	Audit requested by
	First name, Name, Position, LABO PHARMA

	Trial
	Name of the trial

	Audit purpose
	To assess the quality system and bioanalysis related processes of LABM, to ensure LABM is able to fulfill the duties and functions delegated by LABO PHARMA for the analysis of trial samples.


	Audit dates
	

	Audit Team
	Name, Lead Auditor, Sunnikan Consulting
Name, Auditor, Sunnikan Consulting

	Audit location
	

	Audit scope
	LABM organization for managing activities delegated by LABO PHARMA
Staff organisation, qualification and training
Quality Management System, including non-conformities management
Project management (management of specific documents, clinical trial kits (if applicable), risk management, internal communication and communication with the Sponsor, communication with investigational sites and other providers (if applicable)), management of consent withdrawals / absence of consents 
Samples management process: 
sample receipt, identification, tracking and storage 
management of blinding, if applicable 
retention and destruction of samples 
Analysis management process: 
· Bioanalysis method validation
· Quality control of analyses 
· Conduct of analyses, recording and validation of results 
· Management of reagents 
Data management process: 
Data flow, editing and communication of results 
Management of correction requests (queries) 
· Computerized systems validation (review limited to validation reports) 
· Personal data protection
· Security (physical/logical) and business continuity (brief review). 

	Persons to meet
	Staff involved in the processes audited:
Laboratory Manager,
Quality Manager,
Project Leader,
Laboratory Staff

	Main audit standards
	Helsinki Declaration, dated October 2024
French Code of Public Health including French GCP
ICH Good Clinical Practice E6 (R2)
Regulation (EU) No. 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on medicinal products for human use repealing Directive 2001/20/EC
European Regulation n°2016/679 on the protection of individuals with regard to the processing of personal data and on the free movement of such data (GDPR), 27 April 2016
French data protection law (Loi n° 78-17 du 6 Janvier 1978 relative à l'informatique, aux fichiers et aux libertés et ses modifications, France)
GCP inspectors working group, Q&A: Good Clinical Practice
ISO 15189 :2022 standard
Reflection paper for laboratories that perform the analysis or evaluation of clinical trial samples, EMA, February 2012
ICH guideline M10 on bioanalytical method validation and study sample analysis, 21 January 2023	Comment by Lobna Miftah-Alkhair: Ce texte a remplacé la Guideline on bioanalytical method validation, EMA, 21 July 2011, EMEA/CHMP/EWP/192217/2009

OMS, GCLP, 2009
ICH E6 (R2) "Note for guidance on good clinical practice", ICH, EMA
Guidelines on Good Clinical Practice specific to Advanced Therapy Medicinal Products, 10 October 2019
Good Clinical Data Management Practices, SCDM, dernière 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
Notice to sponsors on validation and qualification of computerized systems used in clinical trials, EMA, April 2020
Guideline on computerised systems and electronic data in clinical trials (EMA/INS/GCP/112288/2023), EMA, 9 March 2023
Contract/Agreement between LABO PHARMA and LABM
Study Analysis Plans

	Main documents to be reviewed
	· 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.) and continuous improvement
· SOPs related to the audited operational processes
· SOPs and/or other documents related to security management (physical and logical security, Business Continuity Plan…)
· Vendor contracts / specifications / work order
· Documentation related to computerized systems validation
· XXXX trial documentation

This list is not exhaustive. All documents requested by the Auditor during the audit as an evidence of processes, auditees' statement, trial conduct, must be provided to the Auditor within 1 hour.

	Agenda	Comment by Lobna Miftah-Alkhair: À adapter en fonction du scope plus haut section 7
	"Name of the study" documentation review and interviews of staff involved in the clinical trial will be assessed/conducted depending on the staff availability all along the day.

	
	09h00 - 9h30
	Opening meeting:
Purpose and scope of the audit
LABM presentation

	
	9h30 - 12h30
	Quality system – Staff qualification and training
Project management (specific documents management, clinical kits management, communication with the sponsor)
Samples management:
Samples receipt, identification, flow and storage
Methods validation and routine QC samples analysis
Analysis, data recording and results validation
Results reporting
Non-conformities and queries management
Blind management
Samples retention and destruction

	
	12h30 – 13h30
	Lunch Break

	
	13h30 - 14h30
	Facility tour, equipment, materials and reagents management

	
	14h30 - 15h30
	Samples management (cont.)
Consumable management

	
	15h30 – 16h30
	Data management,
Computerized Systems Validation,
Security and business continuity

	
	16h30 - 17h00
	Records and archiving

	
	17h00 – 17h30
	Auditor's compilation of notes

	
	17h30 – 18h00
	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.
_____
	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 APE 7490B



Page 1/2
SUNNIKAN Consulting / A_LAM_Agenda_En.docx / Page 2/2
image1.emf

