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Why this work matters
QC of TLFs is manual, repetitive, error-prone
SAPs + Mock Shells → complex language + structure
Pressure to shorten timelines, reduce QC cycles
AI hype vs. regulatory reality

Key questions
Can LLMs assist without taking over?
Can we trust AI under GxP constraints?

Problem & Motivation
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• Validate TLFs against SAP + mock shell

• Detect structural/method language deviations

• Provide explainable evidence, not magic answers

• Keep human QC in command

Goal
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Approach
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Use Cases
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Subject Disposition Summary
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TLF vs SAP Comparison
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TAAE Table
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TLF Cross Validation
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Results

12

• AI successfully aligned structures + language patterns

• Detected minor terminology differences

• Identified discrepancies for human review

• Accelerated triage stage, not final decision
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Limitations – Lessons Learned
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• SAP language variability is a challenge

• Mock shell formats differ

• LLM needs domain grounding (metadata is key)

• Retrieval beats generation in regulated context
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Future Roadmap
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• Expand library of validation patterns/templates

• UI enhancements for reviewer workflow

• Formal performance qualification under GxP

• Wider document scope (SDRG, ADRG, define.xml)

• Prompt and Model Versioning
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Conclusion
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Compliance

Controlled LLM sandbox
Version-locked prompts & models
Traceable references & outputs
Human sign-off mandatory

AI in clinical QC must be:

Controlled, transparent, explainable, review-centric
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Thank you for your attention!
Reach out to us in case of further questions:

Shivoy Pandita
Sales Manager | spa@entimo.de

Marc Jantke
CEO| mja@entimo.de

Questions and Answers
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entimICE FastTrack Clinical Data Repository and Statistical Computing Environment 
significantly increases the efficiency of the clinical data science processes, and supports 
customers to master the constantly growing study pipelines, resource bottlenecks and 

increasing regulatory requirements.

Flexibility
Pre-configured on best industry practices
Configurable hierarchies, workflows and permissions

Compliance
Effortless regulatory compliance
GxP audit trail, version control, history, execution trace, …

Openness
Open API  and standard interfaces
Custom integrations and tools

About entimICE FastTrack

Experience
20+ years of industry experience in MDR/CDR/SCE
PHUSE engagement and whitepaper coverage

Technology
Modern cloud technologies
Reliable performance, scalability and usability

Security
State of the art data security and data privacy
Single tenant cloud for highest data protection
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