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Background and objectives

Building Data Quality Framework for EU medicines regulation is one of the key 'Data Quality and
Representativeness’ deliverables set out in the joint HMA-EMA Big Data Steering Group workplan

(2022-2025).

The European Medicines Regulatory Network has released for public consultation the first version of
this framework on 10 October 2022. The document provides general considerations that can be applied
to a wide range of data sources for the purpose of characterising and assessing data quality for
decision making.

The main objectives of this webinar are to:

e Inform the stakeholders about the launch of a public consultation on the draft Data Quality

Framework.

e Provide a walkthrough of the Data Quality Framework document and process of developing it.

e Collect initial feedback and answer questions in a dedicated Q&A session.
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https://www.ema.europa.eu/documents/regulatory-procedural-guideline/data-quality-framework-eu-medicines-regulation_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/workplan-2022-2025-hma/ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/workplan-2022-2025-hma/ema-joint-big-data-steering-group_en.pdf

Agenda details

Chair: Paolo Alcini, EMA

15:00

Introduction

15:05

Welcome, introduction and opening remarks

Peter Arlett, Co-chair Big Data Steering Group, EMA 5’

Data Quality Framework

15:30

Presentation of the Data Quality Framework

Ana Cochino, EMA 257

Questions and Answers

16:00

Q&A session

Moderator: Jesper Kjaer, Co-chair Big Data Steering Group, DKMA 30’

End of the meeting

Participants will be able to submit questions during the webinar using Slido.

For more information on how the Agency uses Slido to collect questions and feedback related to
meetings and events, please refer to European Medicines Agency'’s privacy statement for the use of
audience interaction tool Slido.
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http://www.slido.com/
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf

