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Finnish Medicines Agency Fimea & RWD

• We are a registry holder

• enable access & advocate for data standardisation.

• ensure that data security measures and legislative considerations 

are embedded in the governance of data.

• We generate RWE 

• develop expertise and collaboration in statistics, epidemiology and 

advanced analytics.

• We utilise RWE in many use cases including regulation, HTA, 

supervision, preparedness and ensuring the availability of medicines
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Mandatory Publication in the National Metadata 
Catalogue as a Registry Holder

• Task mandated to Findata by the Act on the Secondary Use of Health and 
Social Data

• Regulation on the data contents, concepts and data structures for data 
descriptions issued by Findata in 2/2021: 
https://findata.fi/en/data/regulation-on-data-descriptions/

• Metadata catalogue: www.aineistokatalogi.fi

• Data descriptions extending from data resource/dataset level to variable 
and code level

• Includes information on data quality
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•Focus on Multiple Myeloma, SMA, and CAR-T treatments.

•Fimea’s Role

• Defines research questions for HTA/payer decision-making.

• Pools aggregated statistical data, shares results with decision-
makers.

• Informs FinOMOP-network about data quality requirements, etc.

•Expected Outcomes (from HTA perspective)

• Assess the feasibility of federated analysis on national level PLEG.

• Lay foundation for international collaborations in RWE generation.

• Optimize processes to meet future needs.

• Inform future projects for post-launch evidence generation and 
rational use of medicines

• Funded by Finnish Innovation Fund Sitra

Pilot project: PLEG, OMOP-
harmonisation and federated analysis
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FINOMOP

https://www.fimea.fi/en/web/en/-/finnish-medicines-agency-university-

hospitals-and-finnish-innovation-fund-sitra-collaborate-on-real-world-

evidence-rwe-generation-for-new-pharmacotherapies

FinOMOP Partners:
• 3/5 university hospitals 
• (70% of population)
• Finnish Institute for Health 

and Welfare (THL)
• Finngen
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Data quality dimensions: 
What are we interested in?

“Fit for purpose” – The pilot aims to take into consideration the demands and needs of 
HTA bodies, payers, and regulatory authorities.

Relevance

• Does the dataset include the variables necessary to address a specific question?

Accuracy (sub-dimension of reliability)

• Data values and distributions agree with internal measurements or local knowledge. Are the data values 
correct? Is there contradictions in data? Do the databases from different centers produce similar values for the 
same variables?

Completeness (sub-dimension of extensiveness)

• How sufficient are the data for our needs? Are there any values missing from the dataset? How much is 
missing (%)?

Coherence

• Uniformity of the data overtime. Do different data controllers have a consistent approach to recording 
information? Is there a need for additional mapping? Is there a risk of incorrect or incomplete mapping, and 
how is this possible risk addressed?

EMA 2022: Data Quality Framework for EU medicines regulation
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• What kind of information do we want from our data 
partners (FinOMOP-network)?

• Patient characteristics

• Usage patterns

• Outcomes

• Resource use and costs

• It should be noted that in this pilot we are testing, how 

• Fimea could efficiently communicate data quality 
requirements (that are interoperable with EMA and 
HTA network) to the FinOMOP-network.

• FinOMOP-network should report the results of data 
quality assessments to Fimea. 

Data Quality reguirements?
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Report on CAR T-cell therapy Registries

Workshop 9 February 2018

EMA/204454/2018
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Thank you. 
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