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Agenda of the audit of Affiliate/Distributor/CSO for LABO PHARMA

21 October 2016
	Requested by
	LABO PHARMA

	Objective
	To assess the pharmacovigilance system and its quality system to ensure the compliance with the pharmacovigilance requirements of the Safety Data Exchange Agreement/contract signed with LABO PHARMA

	Dates
	JJ & JJ-Mon-YYYY

	Auditor(s)
	, Senior Auditor, Sunnikan Consulting
Note: M/Mrs Name, Function, will attend the audit as an observer.

	Audit location
	Affiliate/Distributor/CSO
Address
Address
COUNTRY

	Main audited processes
	1. Affiliate/Distributor/CSO's organisation
1. Quality system applicable to the pharmacovigilance activities
1. Qualification and training of the personnel to pharmacovigilance
1. Review of the following pharmacovigilance processes:
Management of the collection and follow-up of safety information and the reporting to the local Competent Authorities
Management of the periodic reports and the submission to the local Competent Authorities
Management of questions/requests from local Competent Authorities
Documentation (tracking) and filing (electronic and hard copies) of the documents
Validation of the computerised systems
Tour of facilities

	Main audit standards
	Safety data exchange agreement/contract signed with LABO PHARMA and Affiliate/Distributor/CSO, dated JJ-Mon-YYYY
Regulation (EC) N°726/2004 as amended
Directive 2001/83/EC as amended
Guideline on good pharmacovigilance practices and associated documents
Regulation (EU) 2016/679 ("GDPR")
French Public Health Code
French good pharmacovigilance practices, Jun-2022
CNIL RS-001

	Main audited documentation
	Organisational chart
Documentation related to the quality system
Personnel qualification and training files
Pharmacovigilance activities-related documentation
Any other relevant documentation

	People to meet
	Personnel involved in the provided services and the audited processes

	Agenda
	D1: 
09:00 - 09:15	Opening meeting: presentation of the objective and agenda of the 	audit
	
	Auditor 1
	Auditor 2

	09:30 - 10:30
	
	

	
	
	

	12:30 - 13:30
	Break

	
	
	

	
	
	


D2: 
09:30 - 12:30	
12:30 - 13:30	Break
13:30 - 15:30	
17:00 - 17:30	Preparation of the closing meeting / Compilation of notes
17:30 - 18:00	Closing meeting: presentation of the main results

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 (CDA) 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 team before signature by Sunnikan authorized representative. 
Sunnikan auditors are not authorized to sign such a CDA during the audit.
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