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The views and opinions expressed in this presentation are solely those of the presenter and do not 
necessarily reflect the official stance or opinions of Novo Nordisk.

The information presented is based on personal expertise and experience.
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Agenda

1. Introduction

2. Re-thinking Quality Management Review

3. Data-driven QMS improvements

4. Methodology – automation & GenAI

5. Current experiments

6. Summary & perspectives
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Quality in Data Science 

INTRODUCTION

GxP Documents

Quality Management Review

Inspection Readiness

Process Improvements

Data Insights

Quality Management System Digital Transformation
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Aspiration

• Continuous quality oversight

• Data-driven QMS improvements

Now

• Quality Management Review

2 times/year ‘on demand’

• Growing organisation, 

growing trial portfolio

RE-THINKING QUALITY MANAGEMENT REVIEWOGY

But

... Manual data collection

... Data scattered across multiple 
source systems
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Stronger signal detection by combining quality data into 
one

DATA-DRIVEN QMS IMPROVEMENTS

Unblinding 

incidents

Analyse 

by SOPs, roles, 

IT systems
Inspections

Audits

Deviations

Change control

GDPR

breaches

Quality signals
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Automation & GenAI to achieve our aspirations

Results - Static displays to intelligent ways of looping back 

Data Foundation & Sources - Leverage existing data sources

METHODOLOGY

Methodology & Analyses - Pull, enrich and analyse data
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Static Output – Unstructured data

CURRENT EXPERIMENTS
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Summary & perspectives

• Automation and GenAI to enable continuous quality 
oversight

• Combining data sources for stronger signal detection

• Unstructured data requires special consideration

• Faster, data-driven QMS improvements 

Next steps

• More experiments

• Regulatory expectations 

• Scalability
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