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INTRODUCTION

Quality in Data Science
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RE-THINKING QUALITY MANAGEMENT REVIEW

Now

* Quality Management Review

2 times/year ‘on demand’

* Growing organisation,

growing trial portfolio

Aspiration

e Continuous quality oversight

e Data-driven QMS improvements




DATA-DRIVEN QMS IMPROVEMENTS

Stronger signal detection by combining quality data into

one

Deviations

Audits Analyse
by SOPs, roles,
breaches IT systems

Inspections GDPR

Unblinding
incidentChange control

Quality signals _ _N I
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METHODOLOGY

Automation & GenAl to achieve our aspirations

Data Foundation & Sources - Leverage existing data sources

Methodology & Analyses - Pull, enrich and analyse data

Results - Static displays to intelligent ways of looping back




CURRENT EXPERIMENTS
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Static Output — Unstructured data

level 04 name

MNumber of Deviations
-

Digital Data Infrastructure & Processes 14
CKAD & RD - Biometrics 5
Diabetes & Obesity - Biometrics
Al & Analytics
Biostatistics
Data Science Executive Office

23

SOPID Number of Deviations

-

Q0300375
Q110041
Q110043
Q110162
110162
Q0663497
Q110128
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23

Use of LLM for classifications
Topic

Basic information

Deviation headling=¢
Delayed finalisation <I; Data Management Plarllor - deviation to SOP Q110041, version 12, section 5 action 3

Deviation description ?
The Initial final version of Data Management Plan was finalised by CTDM on 02Dec2020 whereas the First Patient First Visit took place on
25Nov2020. This was due to human error. No changes was done from draft to final version D a te

The deviation was discovered by inspector during ebruary 2024 S O P

Due to human error the} orking on the trial at that time did not finalise the DM
Data Management SetJ™Ers®™n#12 which states in section 5: 'Finalise the first vers

P before FPFV which is a deviation from thg SOP: Q110041
efore planned first patient

Finally the late approva of the deviation is due to delay from CTDM. The study is closed, and the injdent is very old and CTDM was not sure if a
deviation can be/ should be filed at this late stage. Furthermore, CTDM was not made aware of the ingident before it was highlighted in the
inspection. CTDM was also not immediately aware of the timelines of reporting deviations however, a regent training has apprised/remined of the

timelines
Role Trial Time



Summary & perspectives

e Automation and GenAl to enable continuous quality
oversight

* Combining data sources for stronger signal detection
* Unstructured data requires special consideration

* Faster, data-driven QMS improvements
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