PSMF section on pharmacovigilance processes

GVP II.B.4.5.
An essential element of any pharmacovigilance system is that there are clear written procedures in place. Module I describes the required minimum set of written procedures for pharmacovigilance. A description of the procedural documentation available (standard operating procedures, manuals, at a global and/or National level etc.), the nature of the data held (e.g. the type of case data retained for ICSRs) and an indication of how records are held (e.g. safety database, paper file at site of receipt) should be provided in the pharmacovigilance system master file.

A description of the process, data handling and records for the performance of pharmacovigilance, covering the following aspects shall be included in the pharmacovigilance system master file:

· Continuous monitoring of product risk-benefit profile(s) applied and the result of evaluation and the decision making process for taking appropriate measures; this should include signal generation, detection and evaluation. This may also include several written procedures and instructions concerning safety database outputs, interactions with clinical departments etc;
· Risk management system(s) and monitoring of the outcome of risk minimisation measures; several departments may be involved in this area and interactions should be defined in written procedures or agreements;
· ICSR collection, collation, follow-up, assessment and reporting; the procedures applied to this area should clarify what are local and what are global activities;
· PSUR scheduling, production and submission, if applicable (see Module VII);
· Communication of safety concerns to consumers, healthcare professionals and the competent authorities;
· Implementation of safety variations to the summary of product characteristics (SmPC) and patient information leaflets; procedures should cover both internal and external communications [IR Art 2(4)].

In each area, the marketing authorisation holder should be able to provide evidence of a system that supports appropriate and timely decision making and action. The description must be accompanied by the list of processes referred to in article 11(1) of the Commission Implementing Regulation (EU) No 520/2012 under the topic compliance management, as well as interfaces with other functions. (…) 

The list, which may be located in the Annexes, should comprise the procedural document reference number, title, effective date and document type (for all standard operating procedures, work instructions, manuals etc.). 
· Procedures belonging to service providers and other third parties should be clearly identified. 
· Documents relating to specific local/country procedures need not be listed, but a list may be requested on a per country basis. If no or only some countries use specific local procedures, this should be indicated (and the names of the applicable countries provided).

[bookmark: _GoBack]Diese Angaben in Annex E können auch in einer Matrix-Tabelle organisiert werden, wo in der ersten Spalte der jeweilige nach IR oder GVP geforderte Prozess und dann in der nächsten Spalte der/die entsprechende(n) SOP(s) aufgelistet werden. 
PSMF Annex E
Pharmacovigilance Processes 
- Lists of procedural documents - 

[Hinweis: Die gelb markierte Spalte ist firmenindividuell zu befüllen, die BAH-SOPs sind Beispiele]



	Process
	IR
520/2012
	GVP
	Written procedure
[reference number, title, effective date]

	Qualified Person responsible for Pharmacovigilance (QPPV)
	· Roles and responsibilities of the QPPV
· List of tasks that have been delegated by the qualified person for pharmacovigilance
· Back-Up procedures
	Article 10(2)
Article 2(1)(d)
	I.C.1.1-3
	SOP PV 015
“Aktivitäten und Verantwortlichkeiten der Qualified Person for Pharmacovigilance” 

	Monitoring, Case processing and Databases
	Individual Case Safety Reports (ICSR)

· ICSR collection, collation, processing (coding, classification, duplicate detection, evaluation, assessment), follow-up, quality control; 
· Data quality, integrity, completeness 
· Case management
· Literature searching
· Submission of adverse reaction to competent authorities and third parties
	Article 11 + 27 –  29
	I.B. 11.3
I.B.9.1
VI
	SOP PV 007 
“Bearbeitung von Meldungen zu unerwünschten Arzneimittelwirkungen”

SOP PV 010 
„Weiterleitung von Informationen zur Pharmakovigilanz“

SOP PV 013 
„Durchführung von Literaturrecherchen zur Pharmakovigilanz“

	
	Risk-benefit profile
· Continuous monitoring of Pharmacovigilance data
· Risk minimization
· benefit-risk evaluation

	Article 2 + 11
	I.B.11.3
I.B.9.1
XVI, IX, XII
	

	
	Safety Signals
· Signal detection
· Signal management
	Article 2 + 11 + 19 – 21
	I.B.11.3
I.B.9.1
VI, VII, VIII, IX
	SOP PV 006
“Signal Management”

	
	Product information
· Update of product information
· Implementing (safety) variations
· Continuous monitoring of information published on the European medicines and competent authority web-portal

	Article 11
Article 2(4)
	i.B.11.3
I.B.9.1
XII
	SOP PV 011
“Regelmäßige Sichtung von Pharmakovigilanz-relevanten externen Webseiten”

SOP PV 012
„Erstellung und Pflege der Company Core Safety Information (CCSI)“

	
	Safety Database
· Safety database change control
· Access policy
· Data entry convention 
	Article 2
	I.B.10.
II.B.5
	

	Pharmacovigilance System Master File (PSMF)
	· Preparation, availability and location of the PSMF
· Preparation and submission of the PSFM summary
· PSMF maintenance

	Article 1 – 3, 5, 7

	I.C.1
I.B.11.1
II
	SOP PV 014
“Erstellung und Pflege der Pharmakovigilanz-Stammdokumentation”

	Periodic Safety Update Reports 
(PSUR)
	· Periodic safety update reports (PSURs) incl. scheduling, preparation, quality check, submission and assessment

	Article 2 + 34 + 35
	I.B.1.3
VII
	SOP PV 004 
“Erstellung und Einreichung von Periodic Safety Update Reports(PSURS)”

	Risk Management
(RM)
	· Risk management incl. establishing, assessing, implementing and evaluating effectiveness of risk minimization measures
· Establishing and maintenance of risk management plans

	Article 2 + 30 – 33
	I.B.9.1
I.B.11.3
V
	SOP PV 005 
“Risikomanagement-Plan (RMP)”

	Communication
	· Communication with national competent authorities and the Agency incl. new or changed risks, PSMF, RMSs, PSURs, CAPAs, PAS

	Article 11
	I.B.11.3
I.B.9.1
XV, XII
	SOP PV 020
“Alarm- und Maßnahmenplan”

	
	· Communication of relevant safety information to healthcare professionals and patients

	Article 2 + 11
	I.B.11.3
I.B.9.1
XV, XII
	SOP PV 008
“Risikokommunikation”
AW PV 801
Erstellung eines Rote Hand-Briefes
AW PV 802
Durchführung von Rückrufen und Information der Öffentlichkeit

	
	· Meeting commitments to competent authorities
	
	I.B.11.3
	SOP PV 016
“Meeting Commitments”

	
	· Responding to requests from competent authorities, including provision of correct and complete information
	
	I.B.11.3
	

	Personnel and Training
	· Management of human resources
· Competent and appropriately qualified and trained personnel
· Job descriptions
· Organizational chart defining the hierarchical relationships of managerial and supervisory staff
	Article 10 + 14
	II.B.4.7.
I.B.6.
I.B.7.
I.B.11.1.
	SOP PV 001
“Schulung im Pharmakovigilanz-Bereich”

	Quality Systems
	Business Continuity 
· Business Continuity Plan
	Article 10
	I.B.11.3.
	

	
	Quality system
· Establishment and use of a quality system 
	Article 8
	I
	

	
	Auditing
· Audit planning
· Performance of audits 
· Reporting mechanism and timelines 
· Documenting
	Article 2 + 13 + 17
	I.B.6, II.B.4.5
II, III, IV

	SOP PV 002
“Durchführung einer Selbstbewertung des Pharmakovigilanz Bereiches”

	
	Compliance and Corrective And Preventive Actions (CAPA) 
· Compliance management
· CAPA Process
· Performance indicators 
	Article 9 + 11 + 15
	I.B.9.1
I.B.11.3
	SOP PV 017
“Performance Indikatoiren”

	
	Data Management
· Recording and storing of pharmacovigilance information
· Safety data archiving
· Quality control
	Article 8+12

	I.B.10
	SOP PV 009 
“Archivierung von Pharmakovigilanz-relevanten Dokumenten”

	
	Third Parties
· Subcontracting
· Safety data exchange agreements
· List of contractual agreements
	Article 6+7
	I.C.1.5
II.B.3.+ 4.2.
	SOP PV 003
„Pharmakovigilanz-Vereinbarungen (Contractual Agreements in Pharmacovigilance)“ 
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