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Digital Transformation

Analytics & 
Reporting

Process, 
Tool & 

Workflow 
Automation

AI & Gen AI
System 

Integration

• Business Intelligence 
Software

• Power Point
• Excel
• Collation of data

• Automated workflows
• Embedding technology 

to improve processes

• Integration of 
workflows, processes, 
core functions into 
systems e.g. EQMS

• Increasing Capability 
by embedding AI 

• Gen AI to automate 
tasks or to transform 
documents, text etc. 
into useable data
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Study Quality Oversight
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AI Capabilities and Use Cases

Automation & Productivity

• Creating Meeting Minutes Automatically 

• Summarizing Documents
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Problem

Turning vast amounts of textual information into usable data

Quality Events 
Reports

Protocol Deviations

Adverse Event 
Narratives

Study Participant 
Feedback

Investigator and Site 
Communications

Regulatory and 
Compliance 

Documentation
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How do we turn this…  

Turning vast amounts of textual information into usable data
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How do we turn this…    into this?  

Turning vast amounts of textual information into usable data
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NATURAL LANGUAGE 

PROCESSING
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1. Topic Modelling

Topic Modelling is a technique 
in NLP  which enables it to 
understand the context and 
meaning of words in 
sentences, consequently 
grouping them into topics.

Uncovering hidden 
themes

Creating categories
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1. Topic Modelling
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1. Topic Modelling

Late Reported SAE

Temperature Excursion

ICF Template

IP

Missed Test

Phone visit
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2. Text classification

Quality Event

Minor

Major

Critical

is a supervised machine learning task using 
historical labeled training data

involves categorizing new text data into 
predefined classes

learns from examples and predicts the 
category a text belongs to based on its content
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2. Text classification

example. Protocol Deviations

Protocol Deviations
Important Protocol 

Deviations
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2. Text classification

example. Adverse Events

Serious AE AE
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AI Capabilities and Use Cases

Decision Support & Analytics

• Risk scoring

• Country/site selection based on factors
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AI Capabilities and Use Cases

Planning

• Predictive analytics – demand planning

• Patient enrollment prediction by month
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AI Capabilities and Use Cases



20

AI Capabilities and Use Cases

Volume

of

Patients

Volume of QIs
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