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Pre-workshop assignment

Objective
You should become familiar with the basic terminology used for periodic safety update report (PSUR) and risk management plan (RMP) and with some general aspects of the post-submission activities.

Content
You will refresh basic terms and concepts, become familiar with post-submission activities such as the assessment of RMPs and PSURs, and answer a few questions.

Assessment criteria

The pre-workshop tasks will be addressed during the workshop. Understanding of the basic terms and becoming familiar with the post-submission activities will be the basis for the workshop.




Task 1 – Definitions

Resources and materials: 
Good pharmacovigilance practices (GVP) Annex I - Definitions

Instructions: Read the basic definitions provided in GVP Annex I. Note that these definitions are not in the scope of the workshop, but are needed in the context of the assessment procedures.

· Safety concern
· Potential risk
· Identified risk
· Important identified risk and important potential risk
· Missing information
· Risk minimisation measure / activity

Task 2 – Assessment of RMPs and PSURs

Resources and materials: 
Pharmacovigilance Risk Assessment Committee (PRAC) rules of procedure

Instructions: Please read Article 7 of the PRAC rules of procedure (pages 5-6) to familiarise with the tasks of the PRAC regarding RMPs, PSURs, and signals.

 
Task 3 – Strategic medical writing in post-authorisation phase

Resources and materials: 
· Article "Strategic medical writing in the post-authorisation phase". Medical Writing 2014, Vol. 23 No. 4; 267-272

Instructions: For a general overview, please read the article available under the provided link. Please note that this article was written in 2014 and does not yet include the most recent updates of the EU guidance regarding RMPs, PSURs, and safety concerns. We will go into the details of these updates in the workshop.
