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Study XXX, LABM
Audit Agenda 

Version dated 12 May 2015
	Audit requested by
	LABO PHARMA

	Aim of the audit
	To assess the compliance with Good Laboratory Practice (GLP) principles of the study sponsored by LABO PHARMA and conducted by LABM and to confirm the quality and integrity of the data produced.

	Audit dates
	

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

	Audit location
	

	Main audited processes
	Organisation and Personnel
Quality Assurance Programme
Facilities
Apparatus, Materials, Reagents and Specimens
Test Systems
Test and Reference Substances
Standard Operating Procedures
Performance of the Study
Reporting of Study Results
Storage and Retention of Records

	Main audit standards
	OECD Principles of Good Laboratory Practice (ENV/MC/CHEM(98)17)
ICH M3(R2): Guidance on Nonclinical Safety Studies for the Conduct of Human Clinical Trials and Marketing Authorization for Pharmaceuticals, January 2010
FDA Redbook 2000: General Guidelines for Designing and Conducting Toxicity Studies
FDA Redbook 2000 Chapter IV.C.3.b. Short-Term Toxicity Studies with Non-Rodents
ICH S3A: Note for Guidance on Toxicokinetics: The Assessment of Systemic Exposure in Toxicity Studies
Study Plan and Study Plan Amendment(s)
Contract/Agreement between LABO PHARMA and LABM




	Agenda
	DAY 1:
09h00 - 9h30	Opening meeting, presentation of the 	purpose and scope of the audit and 	presentation of the company by 	LABM
09h30 - 12h00	Organization, Staff qualification and 	Quality System documentation, QA 	Programme, Records and Archives
12h00 - 12h30	Lunch Break
12h30 - 17h30	Facility tour, Equipment, 	Materials and Reagents 	management, Test and Reference 	substances management, Test 	Systems management
Interviews of people involved in the study will be planned according to their availability.
DAY 2:
09h00 - 12h00	Review of study raw data regarding 	the Final Report and the Study Plan 	and Amendments
12h00 - 12h30	Lunch Break
12h30 - 15h30	Review of study raw data regarding 	the Final Report and the Study Plan 	and Amendments
16h30 – 17h00	Preparation of the closing meeting
17h00 – 17h30	Closing meeting
Interviews of people involved in the study will be planned according to their availability.

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.

	Main Staff concerned
	Staff involved in the processes audited:
Study Director,
Principal Investigator (if Test Sites are involved)
Test Facility Management,
Head of Quality Assurance Unit,
Laboratory Staff
The Auditor may need to interview or need assistance from these experts in order to conduct an effective Study Audit.

	Main documentation concerned
	The Auditor may need to have access to the following documentation:
floor plans;
facility management and scientific organization charts;
Training files, CVs and Job Descriptions of personnel involved in the study sponsored by LABO PHARMA
Index of the facility’s Standard Operating Procedures (SOPs);
Records regarding apparatus or special equipment used in the study (such as calibration, maintenance and service records…)
Records relating to the stability of the test substances, analyses of test substance and formulations, analyses of feed, etc.;
Study documentation (Study Plan, Amendment(s), deviation(s), Study Report) and records (log books, laboratory notebooks, files, worksheets, print-outs of computer-stored data, where appropriate);
Individual animals records from their arrival at the test facility to autopsy and if possible records regarding history of the animals before arrival to the test facility.



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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