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Objective
You should become familiar with the process of writing DSURs, and with some basic pharmacovigilance terms. 

Content
You will refresh basic terms and concepts and become familiar with the relevant DSUR guidance, ICH E2F, and answer a few questions.

Assessment criteria
Please bring your answers to the workshop. The pre-workshop assignment 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.

Instructions
This assignment consists of 2 tasks:

1. Please read the DSUR guidance ICH E2F, with a focus on some aspects and definitions, so that you will learn some key aspects of the DSUR that will also be taken up during the workshop.
2. Please answer the questions below in order to deepen your understanding of the guidance. This will also ensure that all participants have the same background knowledge that we can build on in the workshop.
The ICH E2F guidance is available for download (see section “Resources and materials”).

Resources and materials

· DSUR Guidance ICH E2F



Task 1) ICH E2F – Important sections and definitions

Please read the ICH E2F guidance, pages 1-19.
In addition, please read the basic definitions provided in ‘APPENDIX A ─ Glossary’ of the guidance, especially:

· Potential risk
· Identified risk
· Important potential risk
· Important identified risk
· Development international birth date
· Data lock point
· Ongoing clinical trial
· Completed clinical trial

Task 2) Questions

Please answer concisely the following questions:

· Safety reports already existed before the DSUR was introduced. Why was it decided to replace them and use the DSUR as the new common standard for periodic reporting on development drugs? (Section 1.1)
· Why is a DSUR oftentimes still required after marketing approval of a drug? (Section 1.3)
· How is the DSUR periodicity determined; i.e., how do you know when the requirement to prepare and submit a DSUR for a drug starts? (Section 2.2)

We will take up these questions during the workshop when we talk about the above topics. You do not need to send/submit the pre-workshop assignment before the workshop.
