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Audit Agenda for the [LABO PHARMA]
Pharmacovigilance System
[date]
Saint-Maur-des-Fossés, [date]
	Purpose of the audit
	Evaluate the Pharmacovigilance system used by LABO PHARMA France

	Audit dates
	[date and time]

	Audit team
	[add name], SUNNIKAN Consulting, Principal Auditor

[add name], SUNNIKAN Consulting, Auditor

	Audit site
	

	Main processes audited
	Organization of the Pharmacovigilance Unit

Management of Spontaneous Reports
Management of pregnancy and breast-feeding monitoring

Literature review and case management

Pharmacovigilance database management

Management of Periodic Safety Update Reports (PSUR)

Management of relations with Afssaps

Management of outsourced pharmacovigilance operations

Risk management in pharmacovigilance and continual assessment of the benefit / risk ratio

Management of clinical trial vigilance:

Organization of clinical trial vigilance

"Vigilance" part of clinical trial documents

CRA training

SAE reporting channels

SAE logbook and database, case assessments

Notification to French and foreign authorities

Notification to IRBs

Investigator information

Analysis of study benefit/risk ratio

New events

Annual safety reports

Database reconciliation: clinical trial / pharmacovigilance

	Agenda
	Day 1 [date]
9am - 9:30am
Opening meeting

9:30am - 10:30am
Organization of the Pharmacovigilance Unit: organization charts, job descriptions, documentation relative to pharmacovigilance staff, quality management system (including procedures, indicators, traceability, filing, archiving, controls, self-inspections), 

10:30am - 12:00
Staff training in pharmacovigilance and particularly the training of Medical Representatives

12:00 - 1:00pm
Break

1:00pm - 2:30pm
Safety Agreement / Contractual relations: Outsourcing, co-promotion
Familiarity with and management of applicable guidelines
Regulatory intelligence
File declaration to CNIL

2:30pm - 6:00pm
Management of Spontaneous Reports: reception, registration, source data, case analysis, data entry (database), notification to Afssaps, filing, Management of pregnancy and breast-feeding monitoring, associated pharmaceutical complaints,
Interface with medical information
Literature review process
Out of Hours / 24/7 service
Validation of IT systems

Day 2 [date]

9:00am - 10:00am
Management of Periodic Safety Update Reports (PSUR), Relations with Afssaps (enquiries and questions), Risk management / evaluating the benefit-risk ratio / crisis management

10:00am - 12:00
Organization of clinical trial vigilance and procedures, "Vigilance" part of clinical study documents and CRA training, SAE reporting channel, SAE logbook, Database(s), Evaluation and Notification to French and foreign authorities, Notification to IRBs, Investigator information

12:00-1:00pm
Break

1:00pm - 4:45pm
Analysis of study benefit/risk ratio, New events, Annual Safety Reports, Database reconciliation: clinical trial / pharmacovigilance, Case review

4:45pm-5:15pm
Closing meeting preparation

5:15pm-6:00pm
Closing meeting
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