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Pre-workshop assignment

Objective

You should become familiar with some basic pharmacovigilance terms and with relevant guidance on pharmacovigilance documents. 
Content

You are required to read parts of the provided relevant guidance and basic terms and concepts, and to answer a few questions.
Assessment criteria

Please bring your answers to the workshop. The pre-workshop tasks will be addressed during the workshop. Understanding of the basic terms and becoming familiar with the guidance will be the basis for the workshop itself.
Instructions
This assignment consists of 4 parts, each related to one of the guidance documents available for download (see section “Resources and materials”).

In the task descriptions below you are required to read basic definitions or to answer a few questions based on the provided guidance. You will not need to read the whole guidance, but rather to search for sections and information corresponding to the questions. While answering the questions below you will learn some key aspects of the relevant pharmacovigilance documents that will be presented at the workshop, and you will become familiar with the structure and content of the guidance.
Task 1) GVP Annex I – PV definitions

Read the following basic definitions. Note that you will need to understand them at the workshop!
· Important risks

· Potential risk

· Identified risk

· Important potential risk

· Important identified risk

· Missing information

· Safety concern

· Safety signal

Task 2) ICH E2F guidance – DSUR

Identify the guidance sections corresponding to the information needed and answer the questions below.

· When does the requirement for writing DSURs start?

· With which frequencies and data lock points are DSURs written?

· If an important risk is resolved, should it remain in the DSUR section 19 „Summary of important risks“?

Task 3) GVP module V – RMP

Identify the guidance sections corresponding to the information needed and answer the questions below.

· Should all risks presented in the label be described in the RMP?

· When a new important risk is identified during PSUR preparation, do I have to update the RMP?

Task 4) GVP module VII – PSUR

Identify the guidance sections corresponding to the information needed and answer the questions below.

· Where can PSUR frequencies and data lock points in the EU be found?

· Are all risks and all benefits of the medicinal product presented in Section 18.2 “Benefit-risk analysis evaluation”?

Resources and materials

The following guidance documents will be made available for download:

· GVP Annex I (definitions)

· ICH E2F (guidance on DSUR)
· GVP module V (guidance on RMP)

· GVP module VII (guidance on PBRER)

Time required

2 hours
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