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Anlage 1

	Pharmacovigilance Data and Information for RMP Preparation
	responsible 
department/function
	availability date

	Part I
	
	

	Product Overview

to complete administrative data

Comments: Date and Version number to be completed when RMP is finalised

	
	

	Part II
	
	

	Module SI - Epidemiology of the indication(s) and target population

Comments: may be omitted for Generics
	
	

	Module SII - Non-clinical part of the safety specification

Comments: may be omitted for Generics and WEU
	
	

	Module SIII - Clinical trial exposure

Comments: may be omitted for Generics and WEU
	
	

	Module SIV - Population not studied in clinical trials

Comments: may be omitted for Generics and WEU
	
	

	Module SV - Post-authorisation experience

Comments: e.g. sales data, data from NIS 
	
	

	Module SVI - Additional EU requirements for the safety specifications

Comments: Data e.g. on harm from overdose, transmission of infectious agents, medical error, off-label use, paediatric issues, etc.
	
	

	Module SVII - Identified and potential risks (non ATMP)

Comments: e.g. newly identified safety concerns, recent study reports with implications for safety concerns, interactions, pharmacological class effects
	
	

	Module SVIII - Summary of the safety concerns

Comments: summary of the safety concerns identified in the previous modules

	
	

	Part III
	
	

	Pharmacovigilance plan

Comments: safety concerns and overview of planned pharmacovigilance, additional pharmacovigilance activities to assess effectiveness of risk minimisation measures, studies completed since the last update of the pharmacovigilance plan, details on outstanding additional pharmacovigilance activities
	
	

	Summary of the pharmacovigilance plan

Comments:
	
	

	Part IV
	
	

	Plans for post-authorisation efficacy studies

Comments:
	
	

	Part V
	
	

	Risk Minimisation Measures

Comments: by safety concerns; failure 
	
	

	Part VI
	
	

	Summary of the activities in the risk management plan by product

Comments: Summary tables, public summary
	
	

	Part VII Annexes
	
	

	Annex 1 - EudraVigilance interface 

Comments: for centralised procedures only
	
	

	Annex 2 - SmPC & Package leaflet
Comments:
	
	

	Annex 3 - World wide marketing authorisation by country (including EEA)

Comments: EEA and rest of the world
	
	

	Annex 4 - Synopsis of on-going and completed clinical trial programme
Comments: Studies
	
	

	Annex 5 - Synopsis of on-going and completed pharmacoepidemiological study programme
Comments: Studies
	
	

	Annex 6 - Protocol for proposed and on-going studies in categories 1-3 of the section “Summary tables of additional pharmacovigilance activities” in RPM part III
Comments: Overview of included protocols
	
	

	Annex 7 - Specific adverse event follow-up forms

Comments: Follow-up if a specific adverse event is reported
	
	

	Annex 8 - Protocol for proposed and on-going studies in RMP part IV

Comments: protocol for post-authorisation efficacy studies
	
	

	Annex 9 - Newly available study reports for RMP parts III & IV

Comments: study abstracts
	
	

	Annex 10 - Details of proposed additional risk minimisation measures (if applicable)

Comments: 
	
	

	Annex 11 - Mock-up of proposed additional risk minimisation measures (if applicable)

Comments: Material provided to healthcare professionals and patients
	
	

	Annex 12 - Other supporting data (including referenced material)
Comments: Index of included material
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