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“Through use of clinical trial and real world data and advanced analytical methods 
we want to increase the accessibility of safe and effective medicines and medical devices”

The vision

A world class data analytics centre that…
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EU: EMA and HMA - the European strategies

Data analytics at EMA and the network

3 Source: https://www.ema.europa.eu/en/documents/regulatory -procedural-guideline/ema-regulatory-science-2025-strategic-reflection_en.pdf

https://www.ema.europa.eu/en/documents/report/european-union-medicines-agencies-network-strategy-2025-protecting-public-health-time-rapid-change_en.pdf



4 Source: https://www.ema.europa.eu/en/documents/regulatory -procedural-guideline/ema-regulatory-science-2025-strategic-reflection_en.pdf



EMA Regulatory Science to 2025

5 Source: https://www.ema.europa.eu/en/documents/regulatory -procedural-guideline/ema-regulatory-science-2025-strategic-reflection_en.pdf

“Pilots of the analysis of patient 

level data (PLD) from clinical trials 
will be initiated so that policy, 
process and technology choices are 

informed by evidence.”



Network capability to Analyse
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Classified as confidential by the European Medicines Agency 
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BDSG workplan 2021-23

Today



Classified as confidential by the European Medicines Agency 
10 Today

BDSG workplan 2021-23
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Cluster of Excellence (CoE)



Biosimilars and fraud (?)

12



Biosimilars and fraud (?)
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Data Integrity: Unsupervised Analyses (stat. methods)

Types of Data Issues

– Site: Modified or fabricated records of participants within study site

– Site: Failure to follow protocol

– Site: Data entry errors

– Patient: Subjects with multiple enrollment across sites

Straight-forward data integrity analyses examples:

– Non-random data distributions

– Variability and similarity of subjects within and across sites

– Duplicate detection across measurements

– Duplicated patient information (Birthdays/Initials)

– Correlation of laboratory findings for a patient

– Visit distribution occurrence and attendance



Data Integrity: Available Analyses in JMP Clinical

‒ Cluster Subjects Across Study 
Sites

‒ Cluster Subjects Within Study 
Sites

‒ Constant Findings

‒ Correlated Findings

‒ Digit Preference

‒ Duplicate Records

‒ Enrollment Patterns

– Frequencies

– Missing Findings

– Multivariate Inliers and Outliers

– Outliers

– Perfect Scheduled Attendance

– Screening Bias

– Visit Order

– Weekdays and Holidays

Data Anomalies in Bio Equivalence Data

- An application that helps detect anomalies in concentration data from clinical BE studies submitted. 

Courtesy of US FDA.
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By utilizing the available data in new ways 

DAC can help usher in a new regulatory paradigm

Area Now Future 

Scientific advice • Increasingly complex advanced clinical trial 

designs 

• No quantitative scientific advice

• Authorities expanded capacity 

→ quantitative scientific advice 

• Better regulatory framework 

Pre-approval • Development and approval > 10 years

• Approval based on RCT

• Authorities review summaries of data

• Precision Medicine

• Breakthrough / PRIME 

• Authorities have access to applicant’s clinical 

trial data (known as CDISC formatted data)

• Conditional approvals expands

Post-approval • Subsequent detection of suspected side 

effects and signal generation

• Adverse drug reaction supplemented with real 

world data (RWD)

• RWD: Registries, EHR, SoMe etc.
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DAC product catalogue road map 

Iteratively and through collaboration expanding the analytical capabilities

Specification Pilot project(s) DAC service

Biostatistical analysis (CDISC data)

PK/PD modelling*

Trial simulation*

RWD analysis* RWD analysis (*)

Medical device RWD analysis*

Signal / risk analysis

Real time surveillance

today2020 2021 2022

Maturity level:

2023

* Collaboration with academia
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For more information…

lmst.dk/DAC

DAC InnovationTalks and MasterClass webinars on youtube:

https://www.youtube.com/watch?v=0s0-WByTmb4



Digit preference



Digit preference



Cluster Subjects Within Study Sites



Multivariate Inliers and Outliers

To identify subject inliers and outliers in multivariate space from the multivariate mean


