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Scope - BDSG report and recommendations
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BDSG report
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Scope – applicability and intended use

- The creation of a clear Data Quality Framework tailored for the intended regulatory 

purpose. The data quality framework will need to be applicable to various types of 

databases used in the medicinal products for human and veterinary use regulatory 

framework. 
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- Real world data 
(electronic health 
records etc.) 

- Clinical trial data 
- Spontaneous reporting 
- Quality
- Manufacturing
- Genomic data
- Imaging data
- Veterinary
- …….
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EU Data Quality framework in the Network Strategy 2025
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Steps in drafting Data Quality Framework

Phase 1 (general scope) Feb 22 – Sep 22

• Starting point – the review of existing data quality frameworks (completed in preparatory phase)

• A skeleton of the proposed documents will be drafted (e.g.: chapters, big blocks proposed)

• Organise a data quality workshop to collect requirements and feedback on the structure proposed (April 22)

• Collect in the consultation phase/during the workshop the priority use cases to be used for phase 2 (regulatory use cases)

• Draft the general scope of the data quality framework using the input received (finalised in June 22)

• Open written public consultation on the document drafted (July-Aug)

• Redrafting content based on feedback and further consultation within the network (finalised Sep 22)
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Phase 2 (applied use cases) Mar 22 – Nov 22 

• Drafting of applied use cases of the data quality framework ongoing throughout the drafting period (in parallel 
with the drafting of the general scope)

• Collection of requirements and prioritisation for specific use cases in the preparation phase and during the DQ 
workshop (fluid, agile process and content) 

• Consult on the content of the use cases targeting specific experts and stakeholders (e.g.: manufacturing data 
with experts in the field)



Classified as public by the European Medicines Agency 

Thank you!

For any question on this presentation, please contact:  DataQualityFramework@ema.europa.eu

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us

Send us a question  Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000


