	Topics for written procedures (Volume 9 A)
	Title
	Reference
	Effective date
	Local 
Mandatory 
topic Y : N

	EU QPPV activities and back up procedures
	
	
	
	

	Collection, processing, QC, coding, classification, medical review of solicited ICSR
	
	
	
	

	Collection, processing, QC, coding, classification, medical review of unsolicited ICSR
	
	
	
	

	Expedited Reporting of solicited ICSR
	
	
	
	

	Expedited Reporting of unsolicited ICSR
	
	
	
	

	Follow up of re solicited ICSR
	
	
	
	

	Follow up of re unsolicited ICSR
	
	
	
	

	Literature screening
	
	
	
	

	Detection of duplicate reports
	
	
	
	

	Electronic reporting
	
	
	
	

	PSUR preparation, processing, QC
	
	
	
	

	PSUR review (including medical review) 
	
	
	
	

	PSUR reporting
	
	
	
	

	Continuous monitoring of safety profile (as relevant)
	
	
	
	

	Reporting and communication notifying CA and HCP changes to risk-benefit balance of products (as relevant)
	
	
	
	

	[bookmark: _GoBack]Responses to requests for information from regulatory authorities
	
	
	
	

	Meeting commitments to CA in relation to a marketing authorization
	
	
	
	

	Handling of USR and safety variations
	
	
	
	

	Management and use of databases
	
	
	
	

	Training
	
	
	
	

	Interaction between safety issues and product defects
	
	
	
	

	Internal audit of the PV system
	
	
	
	

	Archiving
	
	
	
	

	Sunnikan Consulting Topics 
	Title
	Reference
	Effective date
	Local 
Mandatory 
topic Y : N

	Regulatory intelligence
	
	
	
	

	Timelines : tracking and indicators
	
	
	
	

	Reconciliation between relevant databases (i.e. medical information, quality complaint)
	
	
	
	

	Business Continuity Plan
	
	
	
	

	Licensing agreements
	
	
	
	




Commentaire SC : valable pour la pharmacovigilance (pour la vigilance des essais cliniques : à adapter) 
__
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