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EMWA Professional Development Programme

Periodic Benefit risk Evaluation Reports (PBRER) 
Drug Development — Advanced Workshop
Tiziana von Bruchhausen, Boehringer Ingelheim
Pre-workshop assignment

Objective

The objective of the assignment is ensure all attendees have an understanding of the basic information relating to the aim and format of a PBRER prior to the workshop so that this basic information can be built on during the workshop itself.  

Content

Attendees are required to obtain a copy of “ICH Guideline E2C (R2) on periodic benefit-risk evaluation report (PBRER)”  January 2013

http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2012/12/WC500136402.pdf
They should read this document prior to the workshop and note any areas for discussion in the workshop. 

Assessment criteria

There will be no formal assessment. Attendees should note any sections for discussion, and be prepared to raise questions and comments on these sections in the workshop.
Instructions

Please do not send your completed assignment to the workshop leader, but bring it to the workshop. Questions and comments will be discussed during group exercises. 
Resources and materials

Attendees will need access to the internet in order to obtain the guidance document needed for this workshop. 
Time required

1-2 hours 
Periodic Benefit Risk Evaluation Reports (PBRER)

Drug Development — Advanced Workshop
Tiziana von Bruchhausen
Questions / comments on the guideline

Please add below any comments or immediate questions on the guideline.
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