
Making transparency and 
reproducibility a hallmark of  
Nordic real-world evidence



October 2023

The EMA and HMA jointly published the Data Quality 
Framework for EU medicines regulation. A common 
foundation for how data sources are characterised and 
assessed. Regulators expect a documented account of  

whether the data fit the question.

Data Analytics and Methods Task Force (Heads of Medicines Agencies & European Medicines Agency). 
Data Quality Framework for EU medicines regulation. 
Available from: LINK. Accessed June 01 2026.

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/data-quality-framework-eu-medicines-regulation_en.pdf


March 2024

The FDA released draft guidance on Non-Interventional 
Studies for Drug and Biological Products, later finalised. 

Public protocol posting. Documented feasibility 
assessments. All protocol versions retained. 

FDA access to individual-level data.

U.S. Food and Drug Administration. 
Real-World Evidence: Considerations Regarding Non-Interventional Studies for Drug and Biological Products. 
Available from: LINK. Accessed June 01 2026.

https://fda.gov/media/177128/download


September 2025

NICE published the fourth update to its Real-World 
Evidence Framework. New guidance on unstructured 

data. Reference to the TARGET statement for target trial 
emulation. HARPER recommended as the protocol 

template. Explicitly a living document.

National Institute for Health and Care Excellence. 
NICE real-world evidence framework. 
Available from: LINK. Accessed June 01 2026.

https://www.nice.org.uk/corporate/ecd9/chapter/overview


September 2025

The ICH finalised M14, the first global guideline 
for non-interventional studies using RWD. 

Protocol pre-specification. Rigorous feasibility 
assessment. Transparent reporting. HARPER named 

as a template. A "show your work" guideline.

International Council for Harmonisation. 
General Principles on Planning, Designing, Analysing, and Reporting of Non-interventional Studies 
That Utilize Real-World Data for Safety Assessment of Medicines (M14). 
Available from: LINK. Accessed June 01 2026.

https://database.ich.org/sites/default/files/ICH_M14_Step4_Final_Guideline_2025_0905.pdf


December 2025

The FDA finalised its guidance on Real-World Evidence 
for Medical Devices, replacing the 2017 version. More 

rigorous assessments of  relevance, reliability, and 
governance. Methodological rigour and transparency 

prioritised over data source.

U.S. Food and Drug Administration. 
Use of Real-World Evidence to Support Regulatory Decision-Making for Medical Devices. 
Available from: LINK. Accessed June 01 2026.

https://www.fda.gov/media/190201/download


March 2026

The EMA published the final Real-World Data 
chapter of  the Data Quality Framework A structured way 
for assessors to evaluate whether a dataset is appropriate 

for its regulatory use.

Committee for Human Medicine Products (Heads of Medicines Agencies & European Medicines Agency). 
Data Quality Framework for EU medicines regulation: application to Real-World Data. 
Available from: LINK. Accessed June 01 2026.

https://www.ema.europa.eu/en/documents/other/data-quality-framework-eu-medicines-regulation-application-real-world-data_en.pdf
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Protocol
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Code sharing

Data sharing

Reporting
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A study protocol was registered at the Real-World Evidence 
Registry before the commencement of any analyses. This 
protocol and amendments are available at 
https://osf.io/ypkht. Data were used under license and 
thus cannot be made publicly available. The source code 
used to perform data management and statistical analyses 
is available at X. The analyses were performed using R 
Studio version 4.4.3 and were validated internally by a data 
manager not otherwise involved in the study.

(Manuscript presented here at NorPEN)

https://osf.io/ypkht
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#9 Reporting guidelines 
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